MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

22 ymurHg 2024 poky Ne 1275

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHHUX
iMyHo0Oio/T0riYHHX MpenapaTiB) Ta BHeCEHHs 3MiH [I0 peecTpaliiiHUX MaTepiajiB

BianosigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsaky meprkaBHOI peecTpaiiii (repepeecTpaiiii) aiKapCcbKuX 3acobiB,
3aTBep/pKeHoro roctaHoBoro Kabinety MiuicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376 (B pemakiiii moctaHoBu KabiHety MiHicTpiB Ykpainu Bif 26 kBitHs 2024
poky Ne 529), aG3aily ABafLATh I’STOr0 MigNyHKTY 12 TyHKTY 4 ITomoKeHHs Tpo
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHH, 3aTBeppKeHoro rnocraHoBoro Kabinery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/IbTaTiB eKCIIePTHU3M peeCcTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeaAUUHUX
iMmyHOoOio/loTiuHMX  TIperapariB), 110 TIOfiaHi Ha [Iep)KaBHY  peeCTpariito
(mepepeecTpaLiif0) Ta BHECEHHSI 3MiH [0 peeCcTpaLiiHUX MarepiasiB, MPOBeJeHUX
Jlep>KaBHUM  TiIMPUEMCTBOM  «Jlep>KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOPOHM 3/I0POB’S] YKpaiHW», BHMCHOBKIiB II[0J0 eheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IJOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTtpallii (mepepeecTtpailii), 11070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiaaiB Ta peKoMeHZallii Woro Ao Jep>kaBHOl
peectpaiiii (repepeectpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHiX MaTepiasiB,

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
nopatkoMm 1.

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peeCTPy JiKapChbKUX 3aco06iB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
JIOJJaTKOM 2.
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3. BHectn 3MiHM [0 peecTpauiMHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapcbKMX 3acobiB YKpaiHM Ha JKapceKi 3acobu (MeauuHi iMyHOOiosoriudi
TriperapaTy) 3riJJHO 3 JOAATKOM 3.

4. dapmareBTHuHOMY YyrpaBmiHHIO (Onekcangpy ['piteHky) 3abesneunTtu
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiliHomy BeOcaiiti MiHicTepcTBa 0XOpOHU

3/10pOB’s YKpaiHU.

5. KoHTposb 3a BUKOHAHHSM I[bOT0 HaKa3y IMOK/IACTH Ha IepPIIoro 3aCTyIMHUKa
Minictpa Cepris /IyopoBa.

MinicTp BikTop JIAIIIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEJMNYHUX IMYHOBIOJ/IOTTYHUX ITPEITAPATIB), SIKI
BHOCHATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHMX 3ACOBIB YKPAIHU

Aopartok 1
[o Hakasy MiHicTepcTBa OXOpPOHU
300poB’Aa YKpaiHu «po aepxaBHY
peecTpauito (nepepeecTpadito)
niKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHux npenapariB) Ta
BHECEHHA 3MiH A0 peecTpauiiiHux
marepianiB»
Bif 22 nunHsa 2024 poky Ne 1275

Ne ni/n Hassa Popma sUnyCcKy 3asasHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu PeknamysaHHs1 Homep
NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby ynakoska) NnocBi04Y€eHHs1

1. BAK/TO®EH NopoLUOK (cybcTaHLis) AT Ykpaina KoxaHu, IHais peecTpauist Ha 5 pokis - He UA/20536/01/01
y nakeTax noApifiHmux "KNIBCbKW NavicpcaeHuec nidnsizae
noslieTuNeHoBMX ans BITAMIHHW Nimiten
hapMaLeBTUYHOIO 3ABO"
3acTOCyBaHHs

2. BAKTO®PEH MOPOLLIOK (Cy6CTaHList) AT Ykpaina BioiHaacTpis ITanis peecTpauist Ha 5 pokis - He UA/20537/01/01
y nakeTax noagiliHmx "KNIBCbKNM Nab6opaTtopio nionsieae
nonieTMneHoBnx ans BITAMIHHWIA ITaniaHo
hapmMaueBTUYHOIO 3ABOL" Megiuinani, C.n.A.
3acTocyBaHHs

3. BICTA30/1 KOHUEHTpaT ons TOB «BYCT Ykpaina PADAPM C.A. Ipeuis peecTpauist Ha 5 pokis 3a peyenmom He UA/20516/01/01
pO34uHy A5 iHQY3il, PAPMA» MepioAnyHICTb NogaHHSA nionszae

4 mr/5 Mn, no 5 mn (4
Mr) y dpoiakoHi; no 1
dhnakoHy B nauuj

perynspHO OHOB/IHOBAHOIO 3BITY
3 6esneku, BignoBigHoO 40
Mopsiaky 34iCHEHHS
hapmakoHarnagy,
3aTBEPKEHOrO HaKa3oM
MiHicTepcTBa OXOPOHU 340P0OB'A
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUiT Ykpainm 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB's YKpaiHW Bif
26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HavyeHVMu1 y NepiognyHoCTI
NOAAHHA PerynapHuX 3BiTiB 3
6esnexu.




Ne ni/n Hassa Popma sUnycKy 3asasHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu PeknamysaHHs1 Homep
NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby ynakoska) NnocBi04Y€eHHs1
4, FEMA®EP-C pO34MH ANns MicTpan AHrnisA IOHI-®APMA Ipeuis peecTpauis 5 pokis 3a peyernmom He UA/20517/01/01
BHYTPILLUHbOBEHHMX Kenitan KNEOH LETIC MepiognyHicTb NoAaHHA nionsizae
iH'ekuji, 20 mr/mn no 5 MeHemKMeHT ®APMACBIOTIKA perynsipHO OHOBJ/IOBAHOIO 3BITY
M/1 B amnyni, no 5 Nimiteq n 3 6e3neku, BigNOBIAHO J0
amnyn y 6nictepi, no 1 JTABOPATOPIEC Mopsaaky 34iicHeHHS
6nicTepy B KApTOHHii CA hapmakoHarnsgy,
Kopobui 3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHY 340POB’SA
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLi YkpaiHu 29
ciyHa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'st YKpaiHu Bif
26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3HayYeHVMN Y NepiognNYHOCTI
NOAAHHSA PerynspHuX 3BiTiB 3
6esneku.
5. OANHENA Tabnetkv no 2 mr, no Mictpan AHrNIA BTOPVHHA IcnaHis peecTpauist Ha 5 pokis 3a peyernmom He UA/20519/01/01
28 TabneTtok y Kenitan ynakoBka MepiognyHICTb NoAAHHSA nionsieae
6nictepi, 1 6nictep B MeHeKMeHT (anbTepHaTuBHWIA perynsipHO OHOB/IOBAHOIO 3BIiTY
navui Nimiteq BMPOGHUK): 3 6e3neku, BignoBigHoO 40
ATAIC ®APMA, Mopsaaky 34iACHEeHHS
C.N., IcnaHis hapmakoHarnsgy,

MiKpOGIOIoriYHMiA
KOHTPO/b
(anbTepHaTUBHWIA
BUPOBHUK):
JNABOPATOPIO
EUEBAPHE, C.A.,
Icnanis

BVPOGHMLTBO
roTOBOI NiKapCbKOT
chopmu, NepBrMHHA

Ta BTOpPVHHA

ynakoBka,
KOHTPO/b Cepii,

BMNYCK Cepil:

NABOPATOPIOC
NNEOH ®APMA
C.A,, IcnaHis

3aTBePKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHU 340POB'A
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLiT Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHictepcTBa
OXOPOHW 30POB's YKpaiHu Bif
26 BepecHst 2016 poky Ne 996),
CTaHOBUTL: 3ri4HO 3i CTPOKamu,
3a3HavyeHVMu1 y NepiognyHoCTI
NOAAHHSA PerynspHuX 3BiTiB 3
6e3neku.




Ne ni/n Hassa Popma sUnycKy 3asasHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu PeknamysaHHs1 Homep
NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby ynakoska) NnocBi04Y€eHHs1
BTOPWHHA
ynakoBka
(anbTepHaTUBHNIA
BMPOGHUK):
MAHAHTIAN
IHTETPA C.N.,
Icnanis
6. ENET TabneTtku, BKPUTI Mictpan AHrnis BUPOBHUK Ipnangis/ peecTpauist Ha 5 pokis 3a peyenmom He UA/20523/01/01

NNiBKOBOK 060/I0HKOH0 Kenitan BiANOBIAa/IbHMI 32 MoppaHis MepioAnyHICTb NOAAHHSA nidnsieae
no 20 mr, no 2 MeHeXMeHT BMPOGHMLITBO, perynisipHoO OHOBJ/TOBAHOTO 3BIiTY
Tabnetkn y énictepi; Nimiteq nepBrHHE Ta 3 6e3neku, BigNOBIAHO J0
no 1 6nictepy a6o no BTOPWHHE Mopsaaky 34iicHeHHs
3 6nictepu, abo no 6 nakyBaHHs, thapmakoHarnagy,

6nicTepiB B KAPTOHHiIl
Kopoo6ui

KOHTPO/b AKOCTI
Ta BUNycK cepii:
LLaHens Megikan
AHnimiTeq
KomnaHi, Ipnangis

a/lbTepHaTUBHWIA
BUPOGHUK,
BiANOBiAa/IbHWIA 32
KOHTPO/b AKOCTI
(chiznko-xiMiuHwiA
Ta
MiKpOG6ioNoriYHNIA,
He CTepubHUiA):
Komnnit
Na6opatopi
ContoLwmHc,
IpnaHgis

aNbTepHATUBHUNA
BUPOGHUK,
BiAnosiganbHMi 3a
KOHTPO/b SAKOCTi
(chiznKo-xiMiuHWiA
Ta
MiKPOGIONOriYHNIA,
He CTepu/bHUIA):
Anmak CalieHcec
(Ipnangis) N74.,
IpnaHgis

3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHY 340POB’SA
Ykpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLi YKkpaiHu 29
ciuHA 2007 poky 3a Ne 73/13340
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340POB'st YKpaiHu Bif
26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3HayYeHMU y NepiognyYHOCTI
noJaHHsA perynsapHux 3BiTiB 3
6esneku.




Ne ni/n Hassa Popma sUnycKy 3asasHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu PeknamysaHHs1 Homep
NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby ynakoska) NnocBi04Y€eHHs1
aNlbTEePHATUBHUNA
BUPOGHUK,
BiAnoBiganbHMii 3a
KOHTPO/b SAKOCTi
(chizmKo-xiMiuHWiA
aHaniTMYHWA Ta
TeCTyBaHHS
CTabisIbHOCTI) Npu
BUMNYCKY Cepiii He
Ans kpaiH €C:
LaHens Nab,
Mopparis
7. ENET TabneTku, BKpUTI Mictpan AHINIA BMPOGHMK IpnaHgis/ peecTpauist Ha 5 pokis 3a peyernmom He UA/20523/01/02
NNiBKOBOK 060/10HKOI0 Kenitan BiAnoBiganbHMi 3a VoppaHis MepiognyHICTb NofaHHSA nionsieae
no 40 mr no 2 MeHeKMeHT BMPOGHMLTBO, perynsipHO OHOB/IOBAHOIO 3BITY
Tabnetku y 6nictepi; Nimiteq nepBrHHe Ta 3 6e3neku, BignoBigHoO 40
no 1 6nictepy a6o no BTOPVHHE Mopsaaky 34iACHEeHHS
3 6nictepu, abo no 6 nakyBaHHs, hapmakoHarnsgy,

6nicTepiB B KAPTOHHIl
KopobLi

KOHTPO/Ib AKOCTI
Ta BUNycK cepi:
LWaHenb Megjkan
AHnimiTeq
Komnadi, IpnaHgis

anbTepHaTUBHWI
BUPOBHUK,
BiAgnoBiganbHWI 3a
KOHTPO/b AKOCTI
(chizmKo-xiMiuHWiA
Ta
MiKpOGionoriYHuiA,
He CTepu/bHUiA):
Komnnit
Na6opaTtopi
ContoLmHc,
IpnaHgis

a/lbTepHaTUBHWIA
BUPOGHUK,
BiANOBiAa/IbHWIA 32
KOHTPO/b AKOCTI
(chiznko-xiMiuHwiA
Ta

3aTBepKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHU 340POB'A
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuLiT Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHictepcTBa
OXOPOHW 30POB's YKpaiHu Bif
26 BepecHst 2016 poky Ne 996),
CTaHOBUTL: 3ri4HO 3i CTPOKamu,
3a3HavYeHMun y NepiognyHOCTI
NOAAHHSA PerynspHuX 3BiTiB 3
6e3neku.




Ne ni/n Hassa Popma sUnycKy 3asasHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu PeknamysaHHs1 Homep
NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby ynakoska) NnocBi04Y€eHHs1
MiKpOG6ioNoriYHUiA,
He CTepubHUiA):
Anmak CaiieHcec
(Ipnangis) Nta.,
IpnaHgis
albTepHaTUBHWI
BMPOBHUK,
BiANOBiAa/IbHWIA 32
KOHTPO/b AKOCTI
(chiznko-xiMiuHwiA
aHaniTUYHWA Ta
TeCcTyBaHHS
CTabisIbHOCTI) Npu
BWMNYCKY Cepiii He
Ana kpaiH €C:
LaHens Nab,
Voppaanist
8. TPUKCINOP TabneTkn, BKPUTI Mictpan AHrNisA ALC LOB®AP ITanis peecTpauist Ha 5 pokis 3a peyenmom He UA/20257/01/01
NNiBKOBOK 060/1I0HKOH0 Kenitan C.M.A. MepioAnyHICTb NogaHHSA nionsieae
no 400 mr no 5 MeHe)KMeHT perynsipHoO OHOBJ/IOBAHOrO 3BITY
Tabnetok y 6nictepi; Nimiteq 3 6e3neku, BiANOBIAHO A0
no 1 a6o no 2 Mopsaaky 34iACHEeHHS
6nicTepn B KAPTOHHIA hapmakoHarnagy,
Kopoo6ui 3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUiT Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MinicTepcTBa
OXOPOHW 3[,0POB's YKpaiHW Bif
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVMu1 y NepiognyHoCTI
noJaHHsA perynsipHux 3BiTiB 3
6esneku.
9. TPUMEBYTUH KpucTaniyHmii AT Ykpaina XKesHr IcT-Acia Kutai peecTpauist Ha 5 pokis - He UAJ/20538/01/01
Y MANEAT NOpOLLOK (CybCcTaHLis) "KNIBCbK dapmacbtoTikan nidnsieae
y nakeTax noAgiliHMx BITAMIHH KO., NTA.
nonieTuneHosux ans 3ABO4"

chapmaLeBTUYHOTO
3acTOCyBaHHS




B.o. HauanbHUKAa
dapmMaleBTUYHOI0 YNpaB/IiHHSA Onexkcanpap I'PIHEHKO



Aopatok 2

Ao Hakasy MiHicTepcTBa OXOpPOHU
300poB’Aa YKpaiHu «Ipo aepxaBHY
peecTpaLuito (nepepeecTpaliiio)
niKkapcbKnx 3aco6iB (MeguuHux
iMyHOGionoriuHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianiB»

Bij 22 nmunns 2024 poky Ne 1275

IIEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayitiHo2o
3acoby YnakosKa) nocBi04Y€eHHs1
1. | AEBIT® NANT Kancynu m'siki, no 10 AT YkpaiHa AT "KMIBCbKUI Ykpaina MepepeecTpauis Ha HeObMeXeHUIA 6e3 nionseae UA/17758/01/01
karncyn y 6nictepi; "KNIBCbKN BITAMIHHUIA TepMiH peyenma
no 1 a6o 3 6nictepu BITAMIHHW 3ABOA" OHoB/eHo iHdhopMaLiio B
y nauui 3ABO" IHCTPYKUIT AN MeguuHoro

3aCTOCYBaHHSA MiKapcbKoro 3acoby
y po3ginax "MNpoTunokasaHHs",
"B3aemogis 3 iHWMMU fliKapCbKumMu
3acob6amu Ta iHWi Buan
B3aemogiin”, "Mepeno3yBaHHA"
BiANOBIAHO A0 iHdopmaLii 3
6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby Ta 'y po3gaini
"Mo6iuHi peakuii" Wwoa0
3BiTyBaHHS MPO NOGIYHI peakuii.
MepiognyHICTb NogaHHSA
perynspHoO OHOB/IHOBAHOrO 3BiTY 3
6e3neku, BiANoBiAHO A0 MNopsaky
3[ificHeHHs1 hapMakoHariaay,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULil Ykpaitm 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTea
OXOPOHU 340POB'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3HavYeHNMK y NepiognuyHoCTI
nofaHHsa perynspHux 3eiTiB 3
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Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

6e3neku.

ANMATENb® M

Tabnetkn ans
CMOKTaHHS 3i
CMakoM BWLLHI; No 6
Tabnetok y 6nictepi;
no 4 aéo no 8
6nicTepis y KopobLi

TOB «TeBa
Ykpaina»

YKpaiHa

M/IBA XpBartcka
A.0.0.

Xopsaris

MepepeecTpavis Ha HeobMeXeHUI
TEPMiH.

OHoBeHo iHdhopmaLiiio B
IHCTPYKUIT A48 MeanyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby
y po3sginax "®apmMakosiorivHi
BNACTUBOCTI" (YTOYHEHHSA
iHchopmadii), "B3aemogis 3 iHWmMun
nNikapcbkumu 3acobamu Ta iHLi
BMaM B3aemogijin”, "Oco6mBocCTi
3acTocyBaHHA", "3acTocyBaHHs y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaa” (YTouHeHHs iHdopmadii),
"Cnoci6 3acTocyBaHHA Ta fo3un"
(yTouHeHHs iHdhopmauii), "TobiuHi
peaxuii” BignosigHo 0 iHchopmMaui
3 6e3nekun 3acTocyBaHHS
nikapcbKoro 3acooby.
MepiognyHICTb NogaHHA
perynsipHoO OHOB/IKOBAHOTO 3BITY 3
6e3neku, BignosigHo Ao Mopagky
3[jficCHEeHHs1 hapMakoHariaay,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainn 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepaxuii Haka3y MiHicTepcTBa
OXOPOHU 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
nofaHHsA perynspHuX 3BiTiB 3
6esneku.

6e3
peuyenma

nionsicae

UA/3993/01/01

APUTEPO

Tabnetku no 10 wmr;
no 30 TabneTok y
KOHTelHepi; no 1
KOHTEliHepy B
KapTOHHI KOpO6L

leTepo /1a63
Nimiten

IHais

leTepo /1a63
Nimiten

IHais

MepepeecTpauis Ha HeobMeXeHUIA
TEPMiH.

OHOB/IEHO iHGhopmaLito B
IHCTPYKLiT ANna MeguyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby
y po3ginax "B3aemogist 3 iHwumun
NiKapcbKUMM 3acobamu Ta iHLwi

3a
peyenmom

He
nionsieae

UA/17596/01/02
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n/n

Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

BMAN B3aemogiit”, "OcobnmBocTi
3actocyBaHHs", "lNo6iyHI peakuii”
BiANOBIAHO A0 iHGopMaLii
pedhepeHTHOro NiKapcbKoro
3acoby (ABILIFY® 5 mg, 10 mg,
tablets), a Takox y po3sgini
"Mo6ivHI peakui™ woao
B&XX/IMBOCTi 3BITYBaHHS Npo
noGiYHi peakuii.
MepiognyHICTb NOfAHHSA
perynsipHoO OHOB/IHOBAHOIO 3BiTY 3
6e3neku, BignosigHo o Mopagky
3[ificCHEeHHs1 hapMakoHariaay,
3aTBEPKEHOr0 HaKasom
MiHicTepcTBa OXOpPOHN 34,0POB’SA
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainun 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),

APUTEPO

TabneTkn no 5 wr;
no 30 TabneTok y
KOHTelHepi; no 1
KOHTEliHepy B
KapTOHHIlA KopooLi

[eTepo /1a63
Nimiten

IHAjA

leTepo /1a63
NimiTen

IHAjA

MepepeecTpavis Ha HeobMeXeHUIA
TEPMiH.

OHoBEHO iHhopMaLiiio B
IHCTPYKUii ANnA MeguyHoro
3aCTOCYBaHHSA NiKapcbKoro 3acoby
y po3ginax "B3aemogist 3 iHwumun
nikapcbkuMmn 3acobamu Ta iHLWi
BUAM B3aemogiit", "OcobnmBocTi
3actocyBaHHs", "lNo6iyHI peakuii”
BiANoBIAHO A0 iHdopMaLi
pedhepeHTHOro NikapcbKoro
3acoby (ABILIFY® 5 mg, 10 mg,
tablets), a Takox y po3gini
"Mo6ivHi peakui™ woao
B&X/IMBOCTi 3BITYBaHHS Npo
noGiyHi peakuii.
MepiognyHICTb NOfAHHSA
perynsipHo OHOB/IHOBAHOrO 3BiTY 3
6e3neku, BignosigHo Ao Mopaaky
3[jiCHEHHs1 hapMakoHariaay,
3aTBEPIKEHOr0 HakasoMm
MiHicTepcTBa OXOPOHU 340pPOB’A

3a
peyenmom

He
nionsieae

UA/17596/01/01
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n/n

Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii Ykpainun 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),

ACTPALE

NOPOLLIOK A/1A
OpasIbHOTO PO3YNHY
no 200 mr;no 3ry
calue; no 10 cawe y
KapTOHHIlA KopooLi

TOB
"ACTPA®APM

YKpaiHa

TOB
"ACTPA®APM"

YKpaiHa

MepepeecTpauis Ha HeobMeXeHUIA
TEPMiH.

OHoB/eHO iHdhopmaLiiio B
IHCTPYKUii ANnA MeguyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby
y po3gini "OcobnmBocTi
3acTocyBaHHA" BignoBigHO A0
iHhopmaLii woao MeanyHoro
3aCcTOCyBaHHA pehepeHTHOro
nikapcbkoro 3acoby (ALL, 200,
NMOPOLLOK A1 OPasIbHOTO PO34MHY)
a Takox y po3gini "Mo6ivHi
peaxuii” LWoa0 BaKMBOCTI
3BiTyBaHHA NPO NOGIYHI peakLii.
MepiognyHICTb NOgAHHSA
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANoBigHO A0 MNopsaky
3[jiCHEeHHs hapmakoHariaay,
3aTBEPKEHOIO HakasoMm
MiHicTepcTBa OXOPOHM 340P0OB'S
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT Ykpainm 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepaxuii Hakaly MiHicTepcTBa
OXOPOHW 340pOB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKamu,
3a3HavyeHVMK Y NepiognyHoCTI
NoAaHHsA perynsipHuX 3BiTiB 3
6e3neku.

6e3
peuyenma

nionsicae

UA/17866/01/01

BOPHA
KNCNOTA

MOPOLLIOK
KpucTaniyHmii no 10
ry cawe; no 10
calle y navui 3
KapTOHY

My6nivHe
akuioHepHe
TOBapUCTBO

«Ximthapm3as
of «<YepBoHa

YKkpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

«XiMmhapm3aBos
«YepBoHa 3ipka»

YkpaiHa

MepepeecTpauis Ha HEOOMEXeHNI
TepMiH
OHoB/eHo iHhopmaLiio B
IHCTPYKUIT 415 MeANYHOro
3acTOCyBaHHS /liKapcbKoro 3acoby

6e3
peyenma

nionsieae

UA /17710/01/01
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n/n

Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

3ipka»

y posginax "OcobnusocTi
3actocyBaHHs", "Cnoci6
3acTocyBaHHs Ta o3n", "TobiuHi
peaxuii” BignosigHo A0 iHhopMaui
3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acooby.

MepiognyHICTb NOgaHHSA
perynisipHoO OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANoBiAHO A0 MNopsaky

3[iiCHEeHHs hapmakoHariaay,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHM 340P0B’A
Ykpainu Big 27 rpygHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTULiT Ykpainm 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa
OXOPOHY 30pPOB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKaMu,
3a3HavyeHVMK Y NepiognyHOCTI
NoAaHHA PerynsipHuX 3BiTiB 3
6e3neku.

FPUNOMEL®

PO34MH opasbHUii 3
%, no 100 mny
6aHLji nonimepHiit;
no 1 6aHuiy
KOMINEKTi 3
[103yBasIbHOO
nineTko y nauui 3
KapToHy; no 100 mn
y 6aHLj cknsHIli; no
1 6aHui y KOMNAekTi
3 103yBa/IbHOIO
nineTko y nauui 3
KapToHy

My6niuHe
akuioHepHe
TOBapUCTBO

«Ximchapm3as
op «YepBoHa
3ipka»

Ykpaina

My6niuHe
akuioHepHe
TOBapWCTBO

«Ximchapmsason
«YepBoHa 3ipka»

Ykpaina

MepepeecTpayis Ha HeoOOMeXeHNI
TEPMiH.

OHOB/IEHO iH(hopmaLLilo B
IHCTPYKUiT AN MeguuHoro
3aCTOCYBaHHSA MiKapcbKoro 3acoby
y po3gini "3acTtocyBaHHs y nepiog,
BariTHoCTi abo rogyBaHHs rpyaat”
BiANoBIAHO A0 iHdopMaLi
pedhepeHTHOro NikapcbKoro
3acoby EdepanraH, po3umH
Op&aJ/TbHWiA, & TakoX BHECEHO
iHchopmadito y po3gain "Mo6iyHi
peakuii" LWoAo 3BiTyBaHHS Npo
no6iyHi peaxuii.

MepiognyHICTb NOgAHHSA
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANoBigHO A0 MNopsaky

3[jiCHEeHHs hapmakoHariaay,
3aTBEPAKEHOIO Haka3oM

6e3
peyenma

He
nionsicae

UA/17686/01/01
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n/n

Hassa
JNliKapcbKO20

dopma surnycky
(nikapcbka gpopma,

3asBHuk

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

3acoby

yrnakoska)

MiHicTepcTBa OXOPOHU 340P0B’A
YkpaiHu Big 27 rpygHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULiT Ykpainm 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa
OXOPOHY 30pPOB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioanyHOCTI
NOAaHHA PerynsipHuX 3BiTiB 3
6e3neku.

UA/16629/02/01

EK3O/IK®

Kpem 1% no15ry
Ty6i Ne 1 y mayui

My6niuHe
akuioHepHe
TOBapUCTBO

"Ximcpapmsas
of, "YepsoHa
3ipKka"

Ykpaina

My6niyHe
akuioHepHe
TOBapWCTBO

"Ximcbapm3sasog
"YepBoHa 3ipka”

Ykpaina

MepepeecTpayis Ha HeOOMeXeHUI
TEPMIH.

OHOB/IEHO iH(hopmaLLilo B
IHCTPYKUiT AN MeguuHoro
3aCTOCYBaHHS MiKapcbKoro 3acoby
y po3gini "Mo6ivHi peakuii" wono
3BiTyBaHHA NPO MoGiYHI peakw;i.
MepiognyHICTb NogaHHA
perynspHo OHOB/IHOBAHOIO 3BiTY 3
6e3neku, BignosigHo Ao Mopagky
3[jficCHEeHHs1 hapMakoHariaay,
3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainn 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepaxuii Haka3y MiHicTepcTBa
OXOPOHU 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
nofaHHsA perynspHuX 3BiTiB 3
6esneku.

6e3
peyenma

3a

nionsieae

He

UA/14240/01/01

IPUHOTEKAH-
BICTA

KOHLieHTpaT ans
NPUroTyBaHHS
PO34unHy Ans
iHcpys3iiA, 20 mr/mn,
no 5 mn (100 mr)
a6o no 15 mn (300
mr), a6o 25 mn (500

ToBapucTBo 3
06MexeHo
BignoBiga/IbHI
cTio «BYCT
DPAPMA»

YKpaiHa

AkTasic ITanis
C.n.A., Itanis;
CiHgaH ®apma
C.P.J1., PymyHia
(05151 d03yBaHHs o
5 ma (100 m2) abo
25 mn (500 m2))

ITanis/
PymyHis

MepepeecTpauis Ha HeobMeXeHUIA
TEepMiH

OHOB/IEHO iHGhopmaLito B

IHCTPYKLiT ANna MeguyHoro

3aCTOCYBaHHSA NikapcbKoro 3acoby

y po3gini "Mob6iyHi peakuii” woago

BaXK/IMBOCTI 3BiTYyBaHHA Npo

peyenmom

nionsieae
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocBi04Y€eHHs1
Mr) y donakoHi; no 1 no6iyHi peakuji.
chnakoHy B
KapTOHHIA Kopoo6Li MepiognyHicTb NogaHHA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignosigHo Ao Mopagky
3[jficCHEeHHs hapmMakoHariaay,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHM 340POB's
Ykpaiuu Big, 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainn 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepaxuii Haka3y MiHicTepcTBa
OXOPOHW 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
noAaHHs perynsipHuX 3BiTiB 3
6esneku.
10. | HIFICEM TabneTku, BKpUTI AT Ykpaina AT "KMNIBCbKUI Ykpaina MepepeecTpavis Ha HeobMeXeHUI 3a He UA/17567/01/01
nNiBKOBOIO "KUTIBCbKWN BITAMIHHUIA TepMiH peyenmom nionseae
o6onoHkoto, no 10 BITAMIHHWIA 3ABOL" OHoBeHO iHdhopmaLiiio B
mr; no 10 TabneTok 3ABOL4" IHCTPYKLi ANna MeguyHoro

y 6nicTepi; no 3
6nicTepn y nauui

3aCTOCYBaHHSA NikapcbKoro 3acoby
B po3ginax "Cnoci6 3acTtocyBaHHs
Ta fosn”, "fepenosysaHHsA",
"Mo6iyHI peakuii” BigNOBIAHO A0
iHdhopmalii pechepeHTHOro
nikapcbkoro 3acoby (Besnkap®,
TabneTku, BKpUTI N/1iBKOBOKO
060/10HKOI, M0 5 Mr a6o 10 mr), a
TakoX OHOBJIEHO iHGhopMaLiiio B
po3aini "Mo6iyHi peakuji”
IHCTPYKLi 4S8 MmeguyHoro
3aCTOCYBaHHS MiKapcbKoro 3acoby
LLIOA0 BaX/IMBOCTI 3BiTyBaHHS Mpo
nob6iuHi peakuiji.
MepiognyHICTb NogaHHA
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignosigHo Ao Mopagky
3[ificCHeHHs1 hapMakoHariaay,
3aTBEPIAXKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big 27 rpyaHs 2006 poky
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocBi04Y€eHHs1
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainn 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pepfaxuii Haka3y MiHicTepcTBa
OXOPOHW 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
noAaHHs perynsipHMX 3BiTiB 3
6esneku.
11. | HIFICEM TabneTku, BKpUTI AT Ykpaina AT "KMUIBCbKUI Ykpaina MepepeecTpavis Ha HeobMeXeHUiA 3a He UA/17567/01/02
nAiBKOBOIO "KUTIBCbKWN BITAMIHHMIA TepMiH peyenmom nionseae
060/10HKOI0, N0 5 Mr; | BITAMIHHWI 3ABOL" OHoB/eHO iHhopmaLiiio B
no 10 Tabnetok y 3ABOL4" IHCTPYKUii ANnA MeguyHoro

6nictepi; no 3
6nicTepy y nauui

3aCTOCyBaHHS NiKapcbKoro 3acoby
B po3ginax "Cnoci6 3acTocyBaHHs
Ta fosn”, "fepenosysaHHsA",
"Mo6iyHI peakuii” BigNOBIgHO A0
iHdhopmalii pechepeHTHOro
nikapcbkoro 3acoby (Besnkap®,
TabneTkun, BKpUTI N/1iIBKOBOKO
060/10HKOI, M0 5 Mr a6o 10 mr), a
TakoX OHOBJIEHO iH(hopMaLiiio B
po3aini "Mo6iyHi peakuji”
IHCTPYKLi 4S8 MmeguyHoro
3aCTOCYBaHHS MiKapcbKoro 3acoby
LLIOA0 BaX/IMBOCTI 3BiTyBaHHS Mpo
nob6iuHi peakuiji.
MepiognyHICTb NogaHHA
perynsipHo OHOB/IHOBAHOIO 3BiTY 3
6e3neku, BignosigHo Ao Mopagky
3[ificCHeHHs1 hapMakoHariaay,
3aTBEPKEHOr0 HaKka3oMm
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainn 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepaxuii Haka3y MiHicTepcTBa
OXOPOHU 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
nofaHHsa perynspHux 3eiTiB 3
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n/n

Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

6e3neku.

12.

OD/TOKCALUMH
€BPO

TabneTku, BKpUTI
nAiBKOBOIO
0600HKot0, No 200
mr, in bulk: no 1000
Tabnetok y 6aHkax

€Bpo
Navichkep
MpaisiT
Nimiteq

IHAjA

& AC Nimiteq

IHAjA

MepepeecTpauia Ha 5 pokiB
MepiognyHiCTb NOgAHHSA
perynsipHo OHOB/IHOBAHOrO 3BiTY 3
6e3neku, BignosigHo Ao Mopaaky
3[jiCHEHHs1 hapMakoHariaay,
3aTBEPIKEHOr0 HakasoMm
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULiT Ykpaitu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHY 30pPOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavyeHVMK Y NepiognyYHOCTI
noAaHHA perynsipHuX 3BiTiB 3
6e3neku.

He
nionsieae

UA/7686/01/01

13.

O®DPJ/TIOKCALMH
€BPO

TabneTku, BKPUTI
nNiBKOBOIO
060/10HKO10, Mo 400
mr in bulk: no 1000
Tabnetok y 6aHkax

€Bpo
Naiidokep
MpaiiBiT
Nimiten

IHais

®AC Nimiten,

IHais

MepepeecTpauia Ha 5 pokiB
MepiognyHicTb NogaHHA
perynisipHoO OHOB/IHOBAHOTO 3BITY 3
6e3neku, BignoBigHo o Mopaaky
3[jiicCHEHHsT hapMakoHariaay,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHUW 340P0B’A
Ykpainu Bif 27 rpygHa 2006 poky
Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTULiT Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pegakuii Hakasy MiHicTepcTBa
OXOPOHY 3[0POB'A YKpaiHu Bifg, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifgHO 3i CTpoKamu,
3a3HavyeHVMK Y NepioguyHOCTI
NoAaHHA perynspHuX 3BiTiB 3
6e3neku.

He
nionsieae

UA/7686/01/02

14.

O®TOKCALIMH
€BPO

TabneTtkn, BKPUTI
nNiBKOBOIO
060/10HKO10, No 200
mr, 10 TabneTok y
6nicTepi, no 1
6nictepy B

€Bpo
Navicbkep
MpaiiBiT
Nimiten,

IHais

®AC NimiTeq,

IHais

MepepeecTpayia Ha 5 pokis
OHoB/eHO iHdhopMaLiio B
IHCTPYKLii Ana MeguyHoro

3acTocyBaHHA NikapcbKoro 3acoby
y po3ginax: "MNokasaHHa"
(iHcpopmaLia 3 6e3neku),

3a
peyenmom

He
nionsieae

UA/7685/01/01
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n/n

Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

KapTOHHIlA KOpooLi

"MpoTnnokasaHHA", "B3aemogis 3
HLWIMMKW nikapcbknMmn 3acobamu Ta
iHLWIi BUAW B3aemogijin”,
"Oco611BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaaro”, "Cnocié 3actocyBaHHs
Ta gosun", "Oitn" (yTOUHEeHHs
iHchbopmawii), "MepenosyBaHHs",
"Mo6iyHI peakui” BigNOBIgHO A0
OHOB/IEHOI iHhopMmaLii 3 6e3nekn
[il040T PEYOBVHN a TakoX y
po3aini "Mo6iyHi peakuii" Wwoa0
B&XX/IMBOCTi 3BITYBaHHS Npo
nob6iyHi peaxuii.
MepioanyHICTb NOfAHHSA
perynsipHO OHOB/IHOBAHOIO 3BiTY 3
6e3neku, BignosigHo o Mopaaky
3[ifiCHEHHs1 hapMakoHariaay,
3aTBEPKEHOI0 Haka3oMm
MiHicTepcTBa OXOpPOHN 34,0POB’SA
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpaiiun 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioaNYHOCTI
nofaHHsA perynsipHuX 3BiTiB 3
6e3neku.

15.

O®JIOKCALMH
€BPO

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0, M0 400
Mr no 5 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHIlA KopooLi

€Bpo
Naicbkep
MpaiBiT
Nimiten

IHais

®4C Nimiteq,

IHais

MepepeecTpayia Ha 5 pokis
OHoBEHO iHhopMaLiiio B
IHCTPYKUii ANnA MeguyHoro

3aCTOCYBaHHSA NiKapcbKoro 3acoby
y po3sginax: "lMokasaHHsA"
(iHdbopmauist 3 6e3nekn),

"MpoTunokasaHHsa", "B3aemogis 3

HLWIMMKN nikapcbkMK 3acobamu Ta

iHLWIi BUAW B3aemogijin”,
"Oco61BOCTI 3aCTOCyBaHHA",

"3acTocyBaHHs y nepiog,
BariTHOCTi a60 rogyBaHHs!

3a
peyenmom

He
nionsieae

UA/7685/01/02
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n/n

Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep

peecmpayjitiHo2o

nocBi04Y€eHHs1

rpyaaro”, "Cnocié 3actocyBaHHs
Ta gosun", "Oitn" (yToUHEeHHs
iHchbopmawii), “MepenosyBaHHs",
"Mo6iyHI peakui” BigNOBIAHO A0
OHOB/IEHOI iHhopMmaLii 3 6e3nekn
[il040T PEYOBVHN a TaKoX Y
po3aini "Mo6iyHi peakuii" Wwon0
B&XX/IMBOCTi 3BITYBaHHS Npo
nob6iyHi peakuii.
MepiognyHICTb NOfAHHSA
perynsipHoO OHOB/IHOBAHOIO 3BiTY 3
6e3neku, BignosigHo o Mopagky
3[ificCHEeHHs1 hapMakoHariaay,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHN 34,0POB’SA
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainun 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioaNYHOCTI
nofaHHsA perynsipHuX 3BiTiB 3
6e3neku.

16.

NEHLMKNOBIP-
3[0POB'AA

Kpem, 10 mr/rno5r
y Ty6i; no 1 1y6i y
KOpOOGLIi 3 KAPTOHY

TOBAPUCTB
03
OBMEXXEHO
10]
BIANOBIAAN
bHICTHO
«KOPTOPALII
A
«3[0POB’A»

YKpaiHa

ToBapucTso 3
06MEXEHOI
Bi4noBigaNbHICTIO
"®apmaueBTuyHa
KomnaHis "3gopos'a"

YKpaiHa

MepepeecTpauis Ha HeobMeXeHUIA
TEpMiH.

OHOB/IEHO iH(hopmaLilo B
IHCTPYKLiT Ana MeguyHoro
3acToCyBaHHSA NikapcbKoro 3acoby
y po3ginax "OcobnunBocTi
3acTocyBaHHA", "3acTocyBaHHsa y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs
Ta gos3un”, "Aitn" (pegaryBaHHs),
"Mo6iuHi peakwyji" BigNoBigHO A0
iHdbopmaii pechepeHTHOro
nikapcbkoro 3acoby (Ady6iH®
MeHuuknosip, kpem, 10 mr/r), a
TakoxX y po3gini "Mo6iuHi peakuyii”
LLIOA0 BaX/IMBOCTI 3BiTyBaHHS Mpo
no6iyHi peakuii.
MNepioAnYHICTb NogaHHA

6e3
peuyenma

nionsieae

UA/17778/01/01
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n/n

Hassa
JNliKapcbKO20
3acoby

dopma surnycky
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignosigHoO Ao Mopagky
3[ificCHeHHs hapmMakoHariaay,
3aTBEPKEHOIO HakasoMm
MiHicTepcTBa OXOPOHM 340POB's
Ykpaiuu Big, 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainn 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepaxuii Haka3ly MiHicTepcTBa
OXOPOHW 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
noAaHHs perynsipHuX 3BiTiB 3
6e3neku

17.

PECT®YN

PO34UH ON18 iH'EKLLN,
100 mr/2 mn; no 2
M B amnysii; no 6
amnyn y 6nictepi; no
1 a6o no 5 6nictepis
Y KapTOHHIll kopoobLi

BEPOC NTA,

peuis

BEPOC NTA

peuis

MepepeecTpavis Ha HeobMeXeHUIA
TepMiH
OHoBeHO iHdhopmaLiiio B
IHCTPYKUi ANnA MeguyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby
y po3sginax "®apmMakosiorivHi
BnacTmsocTi”, "rNokasaHHA",
"MpoTunokasaHHsa", "B3aemogis 3
HLWIMMKN nikapcbkMK 3acobamu Ta
iHLWIi BUAW B3aemMogijin”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHoCTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs
Ta gosn”, "MepenosysaHHsA",
"Mo6iyHi peakuyii" BignoBigHO A0
iHbopmawii pechepeHTHOro
nikapcbkoro 3acoby (EMMOHIN®,
PO34uH NS iH'ekuiin, 100 mr/2 mn),
a Takox y po3gini "Mo6ivHi
peakuii" o040 BaX/IMBOCTI
3BiTyBaHHS NPO NOGIYHI peakyji.
MepiognyHICTb NOfAHHSA
perynsipHo OHOB/IHOBAHOrO 3BiTY 3
6e3neku, BignosigHo Ao Mopaaky
3[jiCHEHHs1 hapMakoHariaay,
3aTBEPIKEHOr0 HakasoMm
MiHicTepcTBa OXOPOHU 340pPOB’A

3a
peyenmom

He
nionsieae

UA/7735/01/01
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Ymosu

Pexknamys

Homep

n/n

Hassa
JNliKapcbKO20

dopma surnycky
(nikapcbka gpopma,

3asBHuk

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

BionycKy

aHHA

peecmpayjitiHo2o
nocsi04YeHHs

3acoby

yrnakoska)

Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii Ykpainun 29
ciuHs 2007 poky 3a Ne 73/13340 (y

pepakuii Hakasy MinicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioaNYHOCTI
nofaHHsA perynsipHuX 3BiTiB 3
6e3neku.

3a

He

UA/17541/01/01

18.

TETPALMKNIH

Ma3b 04Ha, 1%; no 3
ra6o no 10 ry Ty6i;
no 1 Ty6i B
KapTOHHI navu,i

mn
"FNEJEKC"

YKpaiHa

TOB "Apnimep"

Pecny6nika
BipmeHis

MepepeecTpauis Ha HeobMeXeHUIA
TEepMiH
OHOB/IEHO iH(hopmaLiio B
IHCTPYKLiT Ana MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby
y po3ginax “lNokasaHHa"
(#onoBHeHO iHGopMaLiieto 3
6e3neku), "B3aemogis 3 iHWMMK
nikapcbkuMmn 3acobamu Ta iHLWi
BUAM B3aemogiit", "OcobnmBocTi
3actocyBaHHs", "lNo6iyHI peakuii”
BifNOBIAHO A0 OHOBNEHOT
iHhopmawii 3 6e3neku airoyoi
PEYOBUHM /iKAPCLKOTO 3aco0y.
MepiognyHICTb NogaHHA
perynsipHo OHOB/IHOBAHOIO 3BiTY 3
6e3neku, BignosigHo Ao Mopagky
3[jficCHeHHs1 hapMakoHariaay,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainn 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepaxuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
nofaHHsA perynspHuX 3BiTiB 3
6esneku.

peyenmom

3a

nionsieae

He

UA/17882/01/01

19.

TOBPUHEKCT

Ma3sb 04Ha, 3 Mr/r no

Hekctdhapm

Pecny6nika

BEAJIKAHOPAPMA-

Bonrapis

[MepepeecTpallis Ha HeoOOMEXeHNI
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocBi04Y€eHHs1
5 masiy Ty6i 3 X ABCTpIs PA3IPAL AL TEPMiH. peuyenmom niosnsieae
antoMiHieBOT GDOsbIN OHoB/EHO iHhopMaLiio B
3 KaHl/ew Ta IHCTPYKUIiT AN MeguuHoro
nnacTmMacoBoto 3aCTOCYyBaHHSA NikapcbKoro 3acoby
KPULLIEYKOHD, L0 y po3gini "Cnoci6b 3acTocyBaHHs
HarBuUH4YyeTbLCS; No 1 Ta go3n" BignoBigHoO 40
Ty6i B KQPTOHHIlA iHbopmawii pechepeHTHOro
Kopobui nikapcbkoro 3acoby Tobrex 3 mg/g
eye cintment, a TakoXx BHeCeHo
iHdhopmadito y po3gain "Mo6iyHi
peakuii" LWoAo 3BiTyBaHHA NPo
nob6iyHi peaxuii.
MepioanyHICTb NOfAHHSA
perynsipHo OHOB/IHOBAHOIO 3BiTY 3
6e3neku, BignosigHo o Mopaaky
3[ifiCHEHHs1 hapMakoHariaay,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHN 34,0POB’SA
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii Ykpainun 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioaNYHOCTI
nofaHHsA perynsipHuX 3BiTiB 3
6e3neku.
20. | YPCOCAH® TabneTtku, BKPUTI MPO.MEA.LIC Yecbka BCi cTagii Yecbka MepepeecTpauis Ha HeobMeXeHUIA 3a He UA/17770/01/01
POPTE nNiBKOBOIO Mpara a.c. Pecny6nika BUPOOHMLTBA, Pecny6nika TepMiH peyenmom nionseae
o60noHkoto, no 500 KOHTPO/Ib AKOCTI Ta OHOB/IEHO iH(hopmaLiio B
Mmr; no 10 TabneTok BUNYCK cepil: IHCTPYKLii Ana MeguyHoro
B 6icTepi, no 1 abo MPO.MEA.LIC 3acToCyBaHHSA NikapcbKoro 3acoby
2, abo 3, abo 5, abo Mpara a.c., Yecbka y po3gini "MNepefosyBaHHsA"
6, a6o 9, a6o 10 Pecny6nika BiANOBIAHO A0 iHdopMaLii
6nicTepiB y pedhepeHTHOro nikapcbKoro
KapTOHHIlA KopoobLi NepBUHHE i 3acoby (YPCO®AJIbK, Tabnetku,
BTOPVHHE BKPWTi NNiBKOBOK 060/I0HKOIO MO
nakyBaHHs: 500 mr), a Takox y po3gini

KOO®APMA c.p.o.,
Yecbka Pecny6nika

KOHTPOJ1b SKOCTi:

"Mo6iuHi peakuyii” woao
BaX/IMBOCTI 3BiTYBaHHS Npo
no6iyHi peakuii.
MNepioAnYHICTb NogaHHA
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocBi04Y€eHHs1
(Mikpo6ionoriyHnii perynspHo OHOBJ/IHOBAHOr O 3BITY 3
KOHTPO/Ib SAKOCTI 6e3neku, BigNoBigHO A0 MNopsaky
TecTyBaHHs (He 3[ificCHeHHs hapmMakoHariaay,
CTepubHUIA); 3aTBEPKEHOIO HakasoMm
XiMiyHuiA/cpiznuHmnia MiHicTepcTBa OXOPOHW 340POB’A
KOHTPO/Ib SIKOCTI Ykpaiuu Big, 27 rpygHs 2006 poky
TeCTyBaHHs) Ne 898, 3apeecTpoBaHoro B
AJ1C Yecbka MiHicTepcTBi tocTuii Ykpainn 29
Pecny6nika, c.p.o., ciyHsa 2007 poky 3a Ne 73/13340 (y
Yecbka Pecny6nika pepaxuii Haka3ly MiHicTepcTBa
OXOPOHW 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
noAaHHs perynsipHuX 3BiTiB 3
6esneku.
21. | ®OCPOMILUH rpaHynvu ans My6niyne YkpaiHa My6niuHe YkpaiHa MepepeecTpavis Ha HeobMexXeHui 3a He UA/17681/01/01
OPa/IbLHOIO PO3UNHY akuioHepHe akuioHepHe TepMiH peyenmom niossieae
no3r,no8r TOBapUCTBO TOBapWCTBO OHoBeHo iHthopmalLiito B
npenaparty (3 1 "Ximcpapmsas "Ximcbapmsasog IHCTPYKUiT AN MeguuHoro
Lit04OT pevoBUHWN) Y of, "YepsoHa "YepBoHa 3ipka” 3acToCyBaHHS NiKapcbKoro 3acoby
cale; no 1 a6o 2 3ipKa" y po3gini "Moka3saHHsA", a TakoX B

calle y nauui 3
KapToHy

posginax "®apMakosorivHi
BnactuBocCTi", "lMpoTunokasaHHA",
"B3aemopis 3 IHWIMMKW NiKapCbKUMu
3acobamu Ta iHLWi BUAN
B3aemogiii”, "OcobnnBocCTi
3acTocyBaHHA", "3acTocyBaHHs y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaaro”, "3aartHicTb BNAMBATU Ha
LIBUAKICTb peakLii npu kepyBaHHi
ABTOTPAHCMOPTOM ab0 iHLWMMKN
mexaHizmamu”, "Cnoci6
3acToCcyBaHHA Ta f03n"
(yTouHeHHs iHdpopmauii), "Aitn"
(yTouHeHHs iHchopmauii),
"Mepepno3yBaHHA", "MoGIYHI
peakuii" BignoBigHo A0 iHdhopmaLi
pedrepeHTHOro /ikapcbKoro
3acoby MoHypasn, rpaHynu gns
OpasibHOr0 PO3UUHY.
MepiognyHICTb NOgaHHA
perynspHo OHOB/IHOBAHOIO 3BiTY 3
6e3neku, BignosigHo Ao Mopagky
3fiicHeHHs1 dpapMakoHarnsay,
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocBi04Y€eHHs1

3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHM 340POB's
Ykpaiuu Big, 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainn 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepfaxuii Haka3ly MiHicTepcTBa
OXOPOHW 340pOB'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
noAaHHs perynsipHuX 3BiTiB 3
6esneku.

B.o. Haua/IbLHUKAa

dapmaneBTUYHOr0 yNpaB/IiHHA

Onekcanap I'PINEHKO




HopaTok 3

[o Hakasy MiHicTepcTBa OXOpPOHU
300poB’Aa YKpaiHu «po aepxaBHY
peecTpauito (nepepeecTpadito)
niKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHux npenapariB) Ta
BHECEHHA 3MiH A0 peecTpauiiiHux
marepianiB»

Bif 22 nunusa 2024 poky Ne 1275

ITEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJNYHUX IMYHOBIOJIOTTYHUX ITPEITAPATIB), IIOJ0 AKUX BYJ/IN BHECEHI
3MIHU 10 PEECTPAIIMHNX MATEPIAJIIB, AKI BHOCATBCSHA 4O JEPKABHOI'O PEECTPY JIIKAPCBbKHUX
3ACOBIB YKPAIHA

Ne Hassa Popma sUMyCKY 3assBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapCcbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayitiHo20
3acoby ynakosKa) nocBi04Y€eHHs1
1. | L-MAR Kpanni opanbHi, 5 CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHmx 6e3 nionsieae UA/17438/01/01
mr/mn; o 20 mn B YKpaiHCbKO- YKparHCbKO- marepianis: 3miHu | Tuny - 3miHn 3 peyenma
KOHTEliHepi 3 icnaHcbke icnaHcbke [KocTi. [0TOBWIA Nikapcbkuii 3aci6.
npo6koto- nignpueMCcTBO nigNpPUEMCTBO CT1abinbHicTb. 3MiHa y TepMiHax
KpanesibHuLelo, "Cnepko "Cnepko npugaTHocTi abo ymoBax 36epiraHHs
3aKpPUTOMY KPULLIKOHO Ykpaiva" YkpaiHa" roTOBOrO /1iKapCbKOro 3acoby
i3 3axmucTom Big (MoBHWMIA LyKN (36iN1bLLEHHST TEPMIHY NPUAATHOCTI
giteli; no 1 BMPOGHULTBA, roToOBOro fikapcbKoro 3acoby) - Ansa
KOHTelHepy y nauui BUMYCK Cepii; TOProBoi ynakoBku (NiATBEPMKYETLCA
KoHTponb OaHUMK peasibHOro Yacy) 36iMblUeHHs
AKOCTI) TepMiHy NpuaaTHOCTI FOTOBOrO

nikapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX pe3ynbTaTiB
[0BroCTPOKOBUX A0CHIHKEHD
cTabiNbHOCTI Yy peasibHOMY Yaci:
3aTBepmkeHo: TepMiH npuaaTHoCTi. 2
pOKM.

Micna BigKpUTTS KOHTElHepa
BMKOpPUCTATU NPOTATrOM 3 MiCALB.
3anponoHoBaHo: TepMiH NpuAaTHOCTI.
3 poku.

Micna BigKpUTTS KOHTEHEpa
BMKOpMCTaTV NPOTAroM 3 MicsL,iB.
3MiHV BHECEHO B iHCTPYKL,it0 AN
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby y po3gin "TepMiH
npuaaTHocTi".

BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepapkeHHs
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Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

AA-M-BIONIK

cycneHsisa gns
iH'ekuinn, 5 Lf/no3a;
no 0,5 mn (1 go3sa)
abono 1 wmn (2
[031) B amny/ii; no
10 amnyn y navui

TOB "BIOJIIK
PAPMA"

YkpaiHa

AT "BIOJIIK"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu | Tuny -
AZMiHICTpaTMBHI 3MiHN. BryyeHHs
BMPOBHUYOT AiNbHULL (BKNHOYAOUN
AinbHuui 4na A®l, npoMixXHOro
npoaykTy abo roToBOro NikapCbKoro
3aco0by, AiNbHUL A8 NPOBeAEHHS
nakyBaHHs, BUPO6HMKaA,
BiANOBIAALHOrO 3a BUNYCK Cepiid,
MicLle NPOBeAEHHS KOHTPO/IIO cepil)
abo noctavasibHMKa BUXIAHOMO
marepiany, peareHTy abo AONOMiXHOT
PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCHLE)
BunyuyeHHst BupobHuka AT "Biomeg"
iM. I.I. MeunukoBa, Pociiicbka
depepauis, BignosiganbHOro 3a
BMPO6HULTBO AP| andpTepinHunii
aHaTOKCUH.
3miHa BnnBae Ha MKA (po3gain
"Cknag") Ta Ha po3gin peecTpauiinHoro
pocbke 3.2.S.2.1. BupobHuk(un)

3a
peyenmom

UA/15846/01/01

AAN-BIONIK

cycneHsis gns
iH'ekyii; no 0,5 mn
(1 po3a) a6o 1 mn (2
[031) B amnyni; no
10 amnyn y nayui

TOB "BIOJIIK
PAPMA"

YkpaiHa

AT "BIOJIIK"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOBHUYOT AiNbHULI (BKNHOYaOUn
AinbHuui 4na A®l, npoMixHoro
npoaykTy abo roToBoro NikapCbKoro
3aco6by, AiNbHUL A8 NPOBEAEHHS
nakyBaHHs, BUPOGHMKa,
BiANOBiAaNLHOrO 3a BUNYCK Cepiid,
MicLle NpOBeAEHHS KOHTPO/IIO cepil)
ab0o noctavasnibHVKa BUXIAHOMO
marepiany, peareHTy abo AONOMiXHOT
PEYOBMHM (SIKLLO 3a3HAYEHO Y [OCHE).
BunyuyeHHst BupobHuka AT "Biomeg"
iM. I.I. MeunukoBa, Pociiicbka
depepauis, BignosigasibHOro 3a
BMPOGHMLTBO AD| andbTepiliHnin Ta
npaBLeBWil aHaTOKCUHW. 3MiHa
BnmBae Ha MKA (po3sgin "Cknag") Ta
Ha po34in peecTpayjiiniHoro Aocbe
3.2.S.2.1. Bupo6Huk(un)

3a
peyenmom

UA/13005/01/01

AAN-M-BIOJIIK

cycneHsia ans
iH'eKuiin; no 0,5 mn
(1 po3a) abo mo 1

TOB "BIOJIIK
OAPMA"

YkpaiHa

AT "BIOJTIK"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLinHnx
martepianis: 3miHu | Tuny -
AOMiHICTpaTMBHI 3MiHW. BuayyeHHs

3a
peyenmom

UA/15665/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
M (2 fo3un) B BMPOBHUYOT AiNbHUL (BKNHOYAOUN
amnynax; no 10 AinbHuui 4na A®l, npoMixHOro
amnyn y nauui 3 npoaykTy abo roToBOro NikapCbKoro
KapToHYy 3aco0by, AiNbHUL A8 NPOBEeAEHHS
nakyBaHHs, BUPO6HMKa,
BiANOBiAaLHOrO 3a BUNYCK Cepiid,
MicLle NPOBeAEHHS KOHTPO/IIO cepil)
ab0o noctavasibHVKa BUXIAHOMO
marepiany, peareHTy abo AONOMiXHOT
PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCHE)
BunyuyeHHs BupobHuka AT "Biomen"
iM. I.I. MeunukoBa, Pociiicbka
$epepadis, BignoBAa/ILHOIO 3a
BMPOGHMLTBO AD| andbTepiliHnin Ta
npasLeBWil aHaTOKCHMHW. 3MiHa
BrnmBae Ha MKA (po3sgin "Cknag") Ta
Ha po34in peecTpayjiiniHoro Aocbe
3.2.S.2.1. Bupo6Huk(n)
5. | AibOYPA3UM KOHUEeHTpaT ans CaHodpi B.B. HigepnaH KiHuese HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a UA/8093/01/01
® po3UnHYy AN on HanoBHEHHSA IpnaHgjs marepianis: 3miHu | Tuny - 3miHn peyenmom
iHcpysii, 100 O4/mn; (h1aKoHiB Loao 6e3nekn/edpeKTMBHOCTI Ta
Ne 1: no5mny (nepBuHHE hapmakoHarnsaay (iHwi 3miHn) 3MiHu
dnakoHi; no 1 nakyBaHHs1), BHECEHi Yy TEKCT MapKyBaHHs
dhnakoHy y npoBeAeHHsA nepsuHHOT (n. 6. IHLLE) Ta BTOPMHHOT
KapTOHHIA Kopoo6Li TecTy Ha (n. 17. IHLWE) ynakoBKK NiKapcbkoro
CTEPUSIBHICTb: 3aco06y.
BeTTep ®apma-
PepTiryHr FTM6X
eHp, Ko.KT,
HimeuuunHa,;
MapkyBaHHA Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI
N3 (3a
BUK/IOYEHHAM
TecTy Ha
CTEpPUbHICTD),
BMNYCK Cepil:
[bxeH3alim
IpnaHg, Niviten,
IpnaHgis
6. | AiIbdA M TabneTkn, BKpUTI OPIrAHOCUH OAE AnoTekc [HK. KaHapa BHECEHHS 3MiH [10 peecTpaLjiiiHux 3a He niidnsieae UA/13454/01/01
NNiBKOBOKO NAN®CAEHC MaTtepianis: 3miHu | Tuny - 3MiHn peyenmom
060/10HKOHD, 3 N3 (E® 3ET I) Loa0 6e3nekn/edpeKTMBHOCTI Ta
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
MoaucikoBaHUM hapmakoHarnsaay (iHwi 3miHn) 3MiHu
BVBI/IbHEHHSAM MO BHECEHO [0 IHCTPYKLUIT 415 MeANYHOro
0,4 mr no 10 3aCTOCYyBaHHSA Nikapcbkoro 3acoby y
Tabnetok y énictepi; po3ain "Mo6iyHi peakui™ woao
no 3 abo 6 6nictepis BaXX/IMBOCTI 3BITYBaHHA NPO MoGiyHi
Y KapTOHHIli Kopobui peakujii
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepipkeHHs
7. | AMBPOKCO/N Tabnetku no 30 mr; NAT YkpaiHa NAT Ykpaina/ BHECEHHS 3MiH 10 peecTpaLiiiHnX 6e3 UA/2084/01/01
no 10 TabneTtok y "Knismegnpen «Kunismegnpena CnoBeHis mMaTtepianis: 3miHu | TUNy - 3MiHK 3 peyenma
6nictepi; no 2 apat" pat», YkpaiHa; SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
6nictepu y nauui TOB 3MiHN Yy BUPOGHMLTBI. 3MiHN
«Mapichapm», BMNPO6YBaHb ab0 A0NYCTUMUX MEX,
CnoBeHis BCTAHOB/IEHVX Y crneumdikayisx, nig,
yac BMPOGHMLTBA FOTOBOTO
niKkapcbKkoro 3acoby (iHLi 3MiHW)
BHeceHHs 3MiHW B Nepiog, KOHTPO0
TecTy "MikpobiosnoriyHa uncrorta” -
KOHTPO/IOBATW AaHuii NOKa3HWK B
KOXHin 10-14 cepil HaniBNpoaykTy
(TabneTkv Hepo3dacoBaHi), ane He
MeHLe 1-€i cepii B pik.
8. | APTULLOKA kancynm no 100 mr TOBAPUCTB YKkpaina BCi cTagii YKpaina BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX 6e3 UA/0140/01/01
EKCTPAKT- no 10 kancyny 03 BMPOGHMLITBA, marepianis: 3mMiHu | Tuny - 3MiHK 3 peuenma
340POB'A 6nicTepi; no 2 abo OBMEXEHO KOHTPO/Ib AKOCTI, AkocTi. FoToBUIA Nikapcbkuii 3aci6.
no 6 6nictepis y 1O BMNYCK Cepil: Cuctema
KapTOHHIA Kopoo6Li BIANOBIAAN ToBapucTBo 3 KOHTeliHep/3aKkynopoBasbHuii 3acib.
bHICTIO obmexeHo 3MiHa nocTavyanbHVKa naKyBaslbHUX
«KOPMOPAL|J BiANOBiAa/IbHICT MaTepianiB abo KOMMIEKTYUMX (KO0
2| 10 3a3HayveHo B 0CbE) (BUNYyYEHHSA
«30POB’'A» "®apmaLeBTUyH noctavyasibHvKa) — BUTyYEeHHS
a KoMnaHis BMPO6HMKA NAIBKM NOAIBIHIAXI0PUAHOT
"3popos'a”, TOB «KnekHep lNMeHTannact Pyc»,
Ykpaina; BCi Pocisa y 38’a3Ky 3 NPUNUHEHHAM
cTagji B3aEMOZl 3 AaHNM BUPOOHMKOM.
BMPOGHMLITBA, 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
KOHTPO/Ib AKOCTI, nikapcbkuii 3aci6. Cucrema
BMNYCK Cepil: KOHTeliHep/3akynoptoBasibHWIA 3aci6.
ToBapucTBO 3 3MiHa nocTayasibHVKa nakyBasibHUX
obmexeHo marepianis abo KOMNAEKTYHOUNX (SKLLO
BiANOBiAa/IbHICT 3a3HayYeHo B AOCbE) (3amiHa abo
0 "®APMEKC

FPYI", YkpaiHa

[ofaBaHHsA NocTavyasibHUKA) -
[04aTKOBO [0 3aTBEPAKEHOIO
BMPOBHMKA NEPBUHHOIO MakKyBaHHS
NAiBKM NMONIBIHIAXNOPUAHOI BBOAATLCA
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
HOBI BUPOBOHUKM NAIBKM ABOLIAPOBOI
noniBiHiIXNoOpUAHOI/
nonisiHiNigeHxnopuaHoi — Liveo
Research GmbH, Germany Ta MKF-
ERGIS Sp.z.0.0., Poland. Ta, sk
HacnifokK, Bifdynmcs 3miHn y SKicHoMYy,
KinbKicHOMY cknagi matepiany
6nictepy, po3Mipax NePBUHHOIO
naKkyBaHHS Ta BHECEHi BifnoBigHi
3MiHM [0 p. «YnakoBka» MKA N13.
ApTHLLIOKA eKCTpakT-340p0B'a,
kancysm no 100 mr. CynyTHS 3MiHa-
3MiHu 3 siKocTi. FoTOBMIA NikapcbKuii
3aci6. Cucrtema
KOHTeliHep/3aKynoptoBasnbHuii 3aci6.
3MiHa y NepBUHHIlA yNakoBL,i roTOBOro
NiKapcbKoro 3acoby (siKicHWi Ta
KinbKicHW cknag) - TBepai nikapcbki
chopmm - 3MiHK 3 sikoCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBanbHuii 3aci6.
3miHa hopmu abo po3mipy
KOHTEelHepa un 3aKynoptoBasibHOro
3ac06y (NepBMHHOT yMakoBKM)
(HecTepubHi Nikapcbki 3acobu)

9. | APTULLOKA kancynu no 300 mr TOBAPUCTB Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX 6e3 UA/0140/01/02
EKCTPAKT- no 10 kancyn y 03 BMPOOHMLITBA, martepianis: 3MiHK | Tuny - 3MiHK 3 peuyenma
340POB'A 6nictepi; no 3 abo OBMEXEHO KOHTPO/1b SIKOCTI, sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.

no 6 6nictepis y o BUMYCK Cepii: Cucrtema
KapTOHHI KopooLi BIAMNOBIAAN ToBapucTBo 3 KOHTeliHep/3aKynopoBasbHuii 3aci6.
bHICTHO 06MEeXeEHO 3MiHa noctavyanbHUKa nakyBaslbHUX
«KOPMOPALJ BiANOBIgabHICT mMarepianis abo KOMNAEKTYHUNX (SKLLO
2| 10 3a3HayveHo B [0CbE) (BUYyYEHHSA
«3[00POB'A», "®apmaueBTUYH nocrtavyasibHuKa) — BUTyYEeHHS
a KomnaHis BMPOGHMWKA MNIBKW NONIBIHIAXIO0PUAHOT
"3popos'a’, TOB «KnekHep MNeHTannact Pyc»,
YKpaiHa; BCi Pocist y 38'13Ky 3 NPUNMHEHHSIM
cTagii B3aEMOZil 3 AaHNM BUPOOHUKOM.
BMPOOHMLITBA, 3MiHu | TUNY - 3MiHK 3 SKocTi. FoToBMIA
KOHTPO/Ib SIKOCTI, nikapcbkuii 3aci6. Cuctema
BMNYCK cepil: KOHTeliHep/3akynoptoBasibHUA 3aci6.
ToBapucTBo 3 3MiHa nocTayasibHYKa nakyBaslbHUX
06MEeXEHO mMaTepianis abo KOMMIEKTYUMX (SKLWOo
BigNoBiAa/IbHICT 3a3Hay4YeHo B AOCbE) (3amiHa abo
10 "OAPMEKC [04aBaHHA nocTavyasibHMKa) -
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

FPYM", Ykpaina

[00aTKOBO [10 3aTBEPAXXEHOTO
BUPOGHMKA NEPBMHHOTO NakyBaHHS
NAiBKM MNONIBIHINXI0PUAHOT BBOASATHCA
HOBI BUPOBOHUKM NAIBKM ABOLIAPOBOI
noniBiHiIXNOpPUAHOI/
nonisiHiNigeHxnopuaHoi — Liveo
Research GmbH, Germany Ta MKF-
ERGIS Sp.z.0.0., Poland. Ta, sk
HacnifokK, Bigdynmcs 3miHn y SKicHoMYy,
KinbKicHOMY cknagi matepiany
6nictepy, po3Mipax NePBUHHOIO
naKkyBaHHS Ta BHECEHi BifnoBigHi
3MiHM [0 p. «YnakoBka» MKA N13.
ApTULLOKA eKCTpakT-340p0B's,
kancysm no 100 mr. CynyTHS 3MiHa-
3MiHu 3 siKocTi. FoTOBMIA NikapcbKuii
3aci6. Cucrtema
KOHTeliHep/3aKynoptoBasnbHuii 3aci6.
3MiHa y NepBUHHIlA yNakoBL,i roTOBOro
NiKapcbKoro 3acoby (siKicHWi Ta
KinbKicHW cknag) - TBepai nikapcbki
chopmm - 3MiHK 3 sikoCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasnbHuii 3aci6.
3miHa dhopmu abo po3mipy
KOHTelHepa 4u 3aKynoproBasIbHOro
3aco6y (NepBMHHOT yMakoBKM)
(HecTepubHi Nikapcbki 3acobu)

10.

ACKOPBIHOBA

KACNOTA

Apake no 50 mr, no
50 gpaxe y
6nictepax; no 160
Apaxe y
KOHTelHepax
(6aHoukax); no 160
Apaxe y KOHTelHepi
(6aHouuj), mo 1
KOHTElHepy
(6aHouuy) y navui

AT

"KMNIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT

"KUIBCbKUI

BITAMIHHUN
3ABOJ"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLjiiiHnX
mMartepianis: 3MiHu | TNy - 3MiHK WoA0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn).
OHOB/IEHHS TEKCTY MapKyBaHHs
yNakoBOK NiKapCbKoro 3acoby, a came:
BUYYEHHS iHhopMmaLlii, 3a3HayeHol
pOCiiCbKOI0 MOBOIO; Ay6/0BaHHS
TEKCTY MapKyBaHHA BTOPUHHOT
yMakoBKN aHr/iiCbKOK MOBOIO;
[opasaHHA y n.17. IHWE BTOpUHHOI
Ta NepBMHHOI YNakoBOK iHhopmaLLito
npo /10roTWN 3asBHMKA. TepPMIH
BBEJEHHS 3MiH - NPOTAroM 6 MicALiB
nicns 3aTBepKeHHs.

6e3
peyenma

UA/1527/02/01

11.

ACMIPO3A®

Kancysim TBepgi no
10 mr/100 mr; no 10

MpAT
"dapmauesTun

YkpaiHa

BMPOGHULTBO,
nepBuHHe Ta

MonbLa

BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX
Marepianis: 3MiHu | Tuny - 3miHn

3a
peyenmom

He niidnsieae

UA/18799/01/02
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
Kancyny énictepi, YHa thipma BTOPWUHHE oo 6e3snekun/edpekTMBHOCTI Ta
no 3 6nictepu B "AapHnus” nakyBaHHs, thapmakoHarnsgy. 3miHa y KopoTkili
nauu,i KOHTpOnb cepil, XapaKTepucTuLi fikapcbkoro 3acoby,
BMNYCK cepil: TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Apaveg ®apma MeAUYHOro 3acToCyBaHHA Ha MigcTaBi
C.A., Nonba perynsipHo OHOBJIOBAHOIO 3BITY 3
nepBrHHe Ta 6e3nekun nikapcbkoro 3acoby, abo
BTOPUHHE AocnimpKeHb 3 6e3Mnekn 3acTocyBaHHS
naxyBaHHs: nikapcbKoro 3acoby B
Apameq ®apma nicnsipeecTpadiiHuii nepiog, abo sk
C.A, Monbwa pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBefeHnX BigNoBiAHO 40 NnaHy
negiatpuyHux gocnipxkeHs (PIP)
(3MiHY Y3rof)keHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHV BHECEHO B iIHCTPYKLi0 AN
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3sainis "OcobmBoCTi
3acTocyBaHHA" Ta "MMo6iyHI peakuir™
BiANOBIAHO [0 OHOBMEHOT iHchopmaLlii
oo 6e3neku 3acTocyBaHHA Aitouoi
PEYOoBWHM 3riHO 3 pekoMeHAaLlieo
PRAC.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHs.

12. | ACMIPO3A® Kancynm Teepai no MpAT YkpaiHa BMPOBHMLITBO, MonbLa BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a He nionsieae UA/18799/01/03
20 mr/100 wmr; no 10 "papmaueBTn nepBrHHe Ta mMaTtepianis: 3miHu | Tuny - 3MiHn peyenmom
Kancyn y énictepi, yHa hipma BTOPWHHE oo 6e3snekun/edpekTMBHOCTI Ta
no 3 6nictepu B "fapHuus” nakyBaHHs, thapmakoHarnsgy. 3miHa y KopoTkili
nauui KOHTPO/b cepii, XapaKTepucTuLi fikapcbkoro 3acoby,

BMNYCK cepil: TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Apaveg ®apma MeAUYHOro 3acToCyBaHHA Ha MigcTaBi
C.A., Nonba perynsipHo OHOBJIOBAHOTO 3BITY 3
nepBrHHE Ta 6e3nekun nikapcbkoro 3acoby, abo
BTOPUHHE AocnigpKeHb 3 6e3mnekn 3acTocyBaHHS
nakyBaHHS: niKapcbKoro 3acoby B
Apamveq ®apma nicnsipeecTpadiiHuii nepiog, abo sk
C.A, Monbwa pe3ynbTaT OLiHKV 3BiTy 3 AOC/IHKEHD,
npoBeAeHVX BifnoBigHO 40 niaHy
neaiatpuyHux gocnipxkeHs (PIP)
(3MiHY Y3rof)keHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHV BHECEHO B iHCTPYKLi0 AN
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3ainiB "OcobmBoCTi
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

3acTocyBaHHA" Ta "MMo6iyHI peakuir™
BiANOBIAHO [0 OHOBMEHOT iHchopmaLlii
oo 6e3neku 3acTocyBaHHA Aitouoi
PeYOoBWHM 3riHO 3 pekoMeHAaLlieo
PRAC.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHs.

13.

ACMIPO3A®

Kancynu TBepai no 5
Mr/100 mr; no 10
Kancyn y énictepi,
no 3 6nictepu B
navyi

MpAT
"PapmavueBTu
yHa hipma
"fapHuus”

Ykpaina

BMPOBHMLITBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii,
BMNYCK cepil:
Apaveq ®apma
C.A,, Monblwa
nepBuHHE Ta
BTOpPUHHE
naKkyBaHHs:
Apavepg ®apma
C.A,, Monba

Monbwa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMatepianis: 3miHu | Tuny - 3MiHn
oo 6e3snekun/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuL, Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAUYHOro 3aCToCyBaHHA Ha MigcTaBi
perynsipHo OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
niKapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BiTy 3 AOC/IHKEHD,
npoBeAeHVX BifnoBigHO 40 naHy
negiatpuyHux gocnipxkeHs (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHV BHECEHO B iHCTPYKLi0 AN
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3gainis "OcobmBocCTi
3acTocyBaHHA" Ta "MMo6iyHI peakuii”
BiANOBIAHO [0 OHOBMEHOT iHchopmaLlii
oo 6e3neku 3acTocyBaHHA Aitouoi
PeYOoBMHM 3riHO 3 pekoMeHAaLlieo
PRAC.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs.

3a
peuerimom

He nionsizae

UA/18799/01/01

14.

ATFAM [
ATGAM
NIMOOLUTAP
HWIA

IMYHOTI TOBY
IH,
AHTUTMMOLN
TAPHUN
rnoeyniH
(KIHCbKUI)

KOHLeHTpaT Ans
NpPUroTyBaHHs
PO34nHy ansi
iHdpys3ii no 50 mr/mn
no 5 mn B amnyni;
no5amnyny
KapTOHHIN navuj

Mdpaiizep IHk.

CLA

dapmauis i
AnaXoH
Komnai /INC

CLWA

BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX
mMaTtepianis: 3miHu | Tuny - 3MiHn
Loao 6e3snekn/edeKkTBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHuX Npo
cuctemy hapMakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnX Npo cucTemy
thapmakoHarnagy, amiHa
yNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOT 32 3AiCHEHHS
chapmakoHarnsay; KOHTakTHoi ocobm 3

3a
peyenmom

UA/16311/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

dhapmakoHarnsgy 3asBHuka gns
3[jiicCHEHHs hapmakoHarnsgy B
YKpaiHi, AKLL0 BOHa BiAMiHHA Bif
yMNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS
thapmakoHarnagy (Bkiuarum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MileHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CO6M 3asBHUKA,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dpapMakoHarnsiay B YkpaiHi

15.

ALETUNCAILL
WOBA
KUCMOTA

Tabnetku no 500 wmr,
no 10 TabneTok y
6nictepi; no 10
Tabnetok y 6nictepi,
no 2 6nictepu B
navyi

TOB
"APTEPIYM
nTar

YkpaiHa

MAT
"Fanuudapm",
Ykpainad
MAT
"KviBmegnpenap
ar”,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHnux
marepianis: 3MiHu | TUNY - 3MiHK 3
[KocTi. [0TOBWIA Nikapcbkuii 3aci6.
CT1abinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO Nikapcbkoro 3acoby
(36iN1bLLEHHS TEPMIHY NPUAATHOCTI
roToOBOro fikapcbKoro 3acoby) - Ansa
TOProBOi YNakoBKW (NigTBEPMLKYETLCA
[aHUMKN peasibHOro yacy).
36inbLUEeHHSA TEPMIHY NpUAATHOCTI Y
3B'A3KY i3 OTPUMAHHAM MO3UTUBHUX
[aHuX LWoA0 [OCiIKEHHS
CTabinbHOCTI y peasibHOMY yaci. [Jitoua
pepakuis: TepmiH npuaaTHOCTI.

3 poku. NMponoHoBaHa pefakLis:
TepMmiH NpuaaTHOCTI. 4 poku. 3MiHN
BHeceHi B po3ain "TepMiH
nNpuAAaTHOCTI" B iIHCTPYKLitO ANns
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby. BBegeHHs 3MiH NpoTArom 6-Tu
MicAILiB Micns 3aTBepAKEHHs

6e3
peyenma

nionsieae

UA/18859/01/01

16.

ALL®

PO3UMH OpaSIbHUIA,
no 20 mr/mn, no 100
M abo no 200 mny
dnakoHi; no 1
dhnakoHy y
KOMM/EKTi 3 MipHUM
KoBnaykom Ta/abo
MipHUM annikaTopom
(wnpuuem) y
KapTOHHI KOPOOL;

CaHpo3
dapmacbioTika
n3 a.o.

CnoBeHis

BrnpobHMuTBO
"bulk”, nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
TeCTYBaHHS:
Papma
BepHirepoge
v6X,
HimeuunHa
Bunyck cepii:
Cantortac

HimeuunHa

BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX
mMaTtepianis: 3miHu | Tuny - 3MiHn
Loao 6e3snekn/edeKkTBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHuX Npo
cuctemy hapMakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnX Npo cucTemy
thapmakoHarnagy, amiHa
yNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOT 32 3AiCHEHHS
chapmakoHarnsay; KOHTakTHoi ocobm 3

6e3
peyenma

UA/8272/02/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

dapma 'M6X,
HimeuunHa

dhapmakoHarnsgy 3asBHuka gns
3[jiicCHEHHs hapmakoHarnsgy B
YKpaiHi, AKLL0 BOHa BiAMiHHA Bif
yMNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS
thapmakoHarnagy (Bkiuarum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MileHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOI 0CO6U 3asBHYKA,
BiANOBiAabHOI 3a thapmakoHarnsg,
[itoua pepaxkuis: Jasig [xoH Nesic /
David John Lewis. NMponoHoBaHa
pegakuisi: Juergen Maares / KOpreH
Maapec.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a hapMakoHariag.
3MiHa KOHTaKTHOI 0CO6U 3as1BHYKA,
BiAnoBigaNbHOI 3a thapmakoHarnsag s
YkpaiHi. [itoya pegakuis: Opnos
B'sauecnas Biktoposuy. MponoHoBaHa
pegakuisi: TaHacoBa 3opsiHa
MukonaiBHa. 3MiHa KOHTAKTHUX JaHUX
KOHTaKTHOI 0CO6U 3as1BHVKA,
BiANoOBigaNbHOI 3a thapmakoHarnsag s
YKpaiHi.
3MiHa MicLle3HaxoMKeHHs1 MacTep-
thaiina cuctemun chapmakoHarnsgy Ta
noro Homepa. 3MiHa Micus 34iACHEHHS
OCHOBHOI AiiNIbHOCTI 3
hapmakoHarnsgy.

17.

ALL® 100

MOPOLLOK AN1A
OpasIbHOrO PO3YMHY
100 mrmo 3r
MOPOLLKY Y NakeTunky
; N0 20 nakeTukiB y
KapTOHHI Kopoo6Li

CaHpo3
dapmachbioTika
n3 a.o.

CnogeHis

TecTyBaHHA,
nakyBaHHs1,
BUMYCK Cepii:
Cantotac
dapma 'M6X,
HimeyuunHa;
Brpo6HMUTBO in
bulk,
TecTyBaHHS,
nakyBaHHS:
Nivpodpapm
m6X,
HimeyuunHa,

HimeuunHa/
LLiBeiiuapis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
maTtepianis: 3miHu | TMny - 3MiHK
LoAo 6e3snekn/edpeKTBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo
3MiHW [0 y3arasibHEHUX AaHnX Npo
cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa
YMOBHOBaXXEHOT 0Cco6bu,
BiANOBiAa/bHOI 3a 3AjACHEHHS
dhapmakoHarnsgy; KOHTaKkTHoi 0cobm 3
hapMakoHarnsay 3asiBHuka ans
3fiicHeHHs1 hapmakoHarnsgy B

6e3
peyenma

UA/2030/02/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
3aM60H YKpaiHi, AKL0 BOHA BiAMIHHA Bif
CeiT3enaHnpg N14, YMOBHOBaXEHOI 0Ccobu,
LLiBeiuapis BiANOBiAA/IbHOT 32 3AjACHEHHS
thapmakoHarnsgy (Bknoyaroum
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLeHHI MacTep-dhaiina cuctemu
thapmakoHarnagy) 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOI 3a hapMakoHariag.
[litoua pepakuin: Oasig xoH Jlesic /
David John Lewis. MponoHoBaHa
pepakuis: Juergen Maares / FOpreH
Maapec.
3MiHa KOHTaKTHWUX AaHnX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiganbHOI 3a hapMakoHarnsag.
3MiHa KOHTaKTHOT 0CO6U 3asiBHYMKA,
BiANoBiAanbHOI 3a hapmakoHarnsag B
YkpaiHi. [itova pegakuis: Opnos
B'auecnas Biktoposuy. MNponoHoBaHa
pepakuisf: TaHacosa 3opsHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANoOBiAanbHOI 3a hapmakoHarnsag B
YKpaiHi.
3MiHa MicLLe3Hax0MKEHHSI MacTep-
thaiina cuctemun chapmakoHarnsgy Ta
loro Homepa. 3MiHa MicLs 3AiCHEHHSI
OCHOBHOI AjsifIbHOCTI 3
dapmakoHarnsgy
18. | ALLU® 200 NOPOLLOK A/1A CaHpo3 CnoBeHis TecTyBaHHS, HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHnux 6e3 UA/2031/02/01
OpPa/IbHOIO PO3UYUHY dapmacbioTika nakyBaHHs, LLisefuapis marepianis: 3miHu | Tuny - 3miHn peyenma
200 mrno 3r n3 a.a. BMNYCK Cepil: Loao 6e3nekn/edpeKTMBHOCTI Ta
MOPOLLKY Y Cantotac dhapmakoHarnsigy. BeefeHHs abo
nakeTuky; no 20 dapma 'M6X, 3MiHM [0 y3ara/lbHEHUX AaHKX NPO
nakeTukiB y HimeuuunHa; cuctemy thapmakoHarnagy (BBefeHHs
KapTOHHIA Kopoo6Li Brvpo6HMUTBO in y3ara/lbHeHNX AaHux npo cuctemy
bulk, hapmakoHarnsgy, amiHa
TecTyBaHHs, YNOBHOB&XEHOI 0cobMU,
nakyBaHHs: BiANOBIAA/IbHOI 3a 34iiCHEHHS
Ningodhapm thapmakoHarnsgy; KOHTakTHOT 0cobm 3
v6X, hapmMakoHarnsgy 3asaBHuKa ans
HimeuuunHa; 3[iliCHEeHHs1 chapmakoHarnaay B
3am60H YKpaiHi, AKLL0 BOHA BiAMiHHA Bif

CsiT3enaHg Jta,

YNOBHOBaXKEHOI 0cobu,
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

LLiBeiiuapis

BiANOBIAA/IbHOI 32 34iiCHEHHSA
hapmakoHarnsay (Bkaryaroum
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MiLLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiganbHOI 3a hapMakoHarnsag.
[itoua pepakuis: fasig [xoH Nesic /
David John Lewis. MNponoHoBaHa
pepakuis: Juergen Maares / FOpreH
Maapec.
3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0CO6U 3asBHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg.
3MiHa KOHTaKTHOT 0CO6Y 3asABHNIKA,
BiANOBIAa/IbHOT 3a (hapmakoHarnsg, 8
YkpaiHi. [itoya pegakuis: Opnos
B'auecnas BiktopoBuy. MNponoHoBaHa
pegakuisn: TaHacoBa 3opsiHa
MwukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOT 3a (hapmakoHarnsg, 8
YKpaiHi.
3MiHa MicLe3HaxoMKeHHS MacTep-
thaiina cuctemum chapmakoHarnsgy Ta
noro Homepa. 3MiHa Micus 34iCHEHHS
OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy

UA/10370/01/01

19.

BENOCATNIK

Masb o 30 ry Ty6i;
no 1 Ty6i B
KapTOHHIN nayui

Benyno, nikn
Ta KoCcMeTuKa,
o.o.

Xopsaris

Benyno, nikn Ta
KocmeTuka, A.4.

Xopsaris

BHECEHHS 3MiH [0 peecTpavLjiiiHnX
mMaTtepianis: 3miHu | Tuny - 3MiHn
oo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHeHUX AaHuX npo
cuctemy hapmakoHarnsagy (BsefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnagy, amiHa
yNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnagy 3asiBHuka s
3[jiicHeHHs hapmakoHarnsgy B
YKpaiHi, AKLWO BOHA BiAMIHHA BifJ
yNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA

(hapmakoHarnsay (skaoyarym

3a
peuerimom
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MileHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) 3miHa KOHTaKTHUX
[aHnX yrnoBHOBaXKeHOT 0cobu
3a8BHMKa, BiANOBIAAILHOI 3a
thapmakoHarnag. 3miHa
MiCLLe3HaXOMKEHHSI MacTep-haiina
cuctemun dhapmakoHarnsagy. 3miHa
MicUsi 34iACHEHHA OCHOBHOT
AiSNbHOCTI 3 thapmakoHarniagy.
20. | BETAMETA30 MOPOLLIOK MpAT YkpaiHa Ktopis IcnaHis C. Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHnX - UA/12397/01/01
HY BANEPAT (cybeTaHuis ) y "papmaneBTn ER.Y. martepianis: 3MiHu | Tuny - 3MiHK 3
nakeTax noAginHuUx yHa hipma saKocTi. CepTudpikat BignosigHoOCTI/TE-
nonieTuIeHoBMX "NapHuus" cepTugikaT BiANoBIAHOCTI

ans
thapMaLeBTNYHOTO
3aCTOCYBaHHs

€Bponeiicbkii
hapmakonei/moHorpadoii. MogaHHA
HOBOro ab0o OHOB/IEHOTO cepTudiikaTa
BiAMOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa BigNoOBILHOCTI
€Bponelicbkin hapmakonei: ana Adl;
[N BUXIQHOMO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA Y
BMPO6HULTBI A®I; ANst AONOMIXKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponeiicbkili thapmakonei) - Hosuii
cepTuaikaT Bif BXe 3aTBepayKeHOro
BMPO6HKKa. MogaHHA HOBOroO
cepTtudpikaTa BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei Ne R1-
CEP 2003-022 - Rev 02
(3aTBepmxeHo: DMFO2AP_B0074/1).
FAK HacnifoK NpuBefeHHs
crneundikaLii Ta MeTiB KOHTPO/IO
akocTi A®| y BignosigHicTe go €P Ta
CEP.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. ADL.
CrabinbHicTb. 3miHa nepiogy
NOBTOPHKX BMNpo6yBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHa API
(3a BiACYTHOCTI y 3aTBEPAKEHOMY
[ocbe cepTudpikata BignoBiAHOCTI
€Bponeiicbkili hapmakonei, Lo
BK/IIOYAE Nepios NOBTOPHOro
BUNPOO6YBaHHs) (nepiog NOBTOPHOIO
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
BMNPO6YBaHHs/Nepios 36epiraHHs) -
36inblueHHs abo BBeAEHHSA nepiogy
NOBTOPHOro BMNpobyBaHHsA/nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB
OOCniopKeHb Y peasibHOMY Yaci po3gain
«TepMiH NPMAATHOCTI» NPUBEAEHO Y
BIAMNOBIAHICTb [0 aKTyaslbHUX
marepianis BUPOOHMKA i
npeacTaBfieHO B HACTYMHIN peakwi
«TepMiH NepekoHTPOsIt0: 5 POKiB».
21. | BIB/TIOK PO3unH ANs iHdy3il, TOB "tOpis- YkpaiHa TOB "tOpis- YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/16313/02/01
10 mr/mn; no 50 mn Papm” Papm” mMaTtepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
abo 250 mny AKoCTi. A®Il. KoHTposb AdL. 3miHa y
KOHTeliHepi napameTpax cneuucpikauin Ta/abo
nosimepHomy; no 1 [0MNYCTUMUX MEX, BU3HAYEHUX Y
KOHTElHepy cneumgikauisax Ha A®l, abo
noniMmepHomy y BUXiAHWIA/MPOMIKHWIA
BaKyymMOBaHOMY npoAyKT/peareHT, Wwo
nakeTi 3 BMKOPWCTOBYHOTBLCS Y NpoLeCi
naMiHoBaHoI BMPOGHMLUTBA AD| (BUNYYEHHS
chonbru; no 1 nakety HEe3HaYyHOro MokKasHuKa SKoCTi
y nauui 3 KapToHy (Hanpuknag BUyYeHHs 3acTapinoro
nokasHuka)) CynyTHsl 3mMiHa - 3MiHu 3
AKOCTi. A®Il. KoHTponb A®L. 3miHa y
MeTofax BunpobyBaHHA AdDl abo
BMXiAHOrO Marepiasny/npomikHOro
npoayKTy/peareHTy, Lo
BWKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLLI 3MiHW)
BUJTYYEHHA NoKasHuKa «Baki
MeTanu» 3i cneunqikaLii Ta meToais
KOHTPOJO SKOCTI.
22. | BICOTPON 10 TabneTkun, BKPUTI Inka IHAis Inka IHais BHECEHHS 3MiH 10 peecTpaLjiiiHmX 3a UA/19471/01/02
NAiBKOBOO Na6opatopi3 Na6opaTopis marepianis: 3miHu | Tuny - 3MiHu peyenmom
060/10HKO10, Mo 10 Nimiteq nTg, oo 6e3snekn/edpekTMBHOCTI Ta

mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepn y
KapTOHHIN navui

thapmakoHarnsay. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHuX nNpo
cuctemy chapmakoHarnsagy (BBefeHHs
y3araslbHeHNX AaHux npo cuctemy
hapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0Cco6u,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnsgy 3asiBHUKa s
3fiicHeHHs1 hapmakoHarnsgy B
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0Ccobu,
BiANOBiAA/IbHOT 32 3AjACHEHHS
thapmakoHarnsgy (Bknoyaroum
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLeHHI MacTep-dhaiina cuctemu
thapmakoHarnagy) 3mMiHa KOHTakTHOT
0cobu 3asBHVKa, BigNOBIAaIbHOT 3a
hapmakoHarnsg B Ykpaii.
[itova pepakuisn: TxagaHi JaHienb.
MponoHoBaHa pepgakuis: CapaniHa
Onbra IBaHiBHa.
3MiHa KOHTaKTHUX OaHUX KOHTaKTHOI
0cobu 3asBHVKa, BigNOBIAaIbHOT 3a
dhapMakoHaraiag B YKpaiHi.

23.

BICOTPO/1 5

TabneTkn, BKpUTI
nAiBKOBOO
060/10HKO0, M0 5 Mr,
no 10 TabneTtok y
6nictepi, no 3
6nictepu y
KapTOHHII nauui

Inka
NabopaTtopi3
Nimiteq

IHAis

Inka
Nab6opaTopi3
nTg,

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsgy. BeeneHHs abo
3MiHW [0 y3arasibHEHNX JaHuX Npo
cuctemy chapmakoHarnsagy (BsefeHHs
y3arasibHeHVX JaHunx npo cuctemy
hapmakoHarnagy, smiHa
yMNOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnagy 3asiBHUKa s
3[iiCHEHHsI (hapmakoHarnagy B
YKpaiHi, AKLL0 BOHA BiAMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnsay (Bkaryaroum
KOHTaKTHi flaHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy) 3miHa KOHTakTHOI
0Cco6u 3as1BHMKA, BiANOBiAA/IbHOT 32
hapmakoHarnag B YKpaii.
[itoua pepaxuin: Txagani laHiens.
MponoHoBaHa pepakuin: CapaniHa
Onbra IBaHiBHa.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI
0Cco6u 3as1BHMKA, BiANOBiAA/IbHOT 32
dhapmakoHarnag B YKpaiHi.

3a
peyenmom

UA/19471/01/01

24.

B/IEOHKO

niocpinizat ans
PO34MHY ANS iH'EKLLN

Mini Xenckepe
Nimiten

Benvka
BputaHis

BeHyc Pemegic
JNimiTeq

IHgis

BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX
MaTepianis: 3MiHu | Tuny: 3MiHu 3

3a
peyenmom

UA/0890/01/01
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Peecmpayitina npoyedypa

Ymosu

Pexnamysa

Howmep

n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky

(nikapcbka ¢hopma,

ynakosKa)

3asaBHUK

3asiBHUKa

Kpaina

Bupo6Huk

Kpaina
BUPOGHUKa

sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.

Bionycky

HHA

peecmpayjiliHo2o
nocBi04Y€eHHs1

no 15 O/ 1 cpnakoH
3 niogpinizatom y
KapTOHHIA KOopoo6Li

Xopsaris

BUNPO6YBaHHS FOTOBOrO /liKapcbKoro

BMNpoGyBaHb (BK/IOYaouM 3amiHy abo

CcTaHfapTiB, BUNPO60OBYBaHUX 3paskiB,

KOHTpOsb roToBOro nikapcbKoro
3acoby. 3miHa y MmeToAax

3aco06y (iHWi 3MiHK Yy meTodax

[LOMOBHEHHS)) - BHECEHHS 3MiHU B
mMeToaun BUNpobysaHHs 13 3a
NoKa3HUKOM «laeHTudikauis»

(USP<197K>, USP<191>), a came
JeTani3oBaHo onucaHo MeToamn
BUMPOOYBaHHA: NPUrOTyBaHHSA

npoueaypy TeCTyBaHHSA Ta
iHTepnpeTauito pesynbTaTiB
BHECEHHS 3MiH [10 peecTpaLjiiiHnx

3a

UA/15555/01/01

25.

BOHAEPM

mMasb, 20 mr/rno 151
y Ty6i, no 1 1y6i y
KapTOHHIN navui

Benyno, nikn
Ta KOCMeTuKa,
a.a.

Xopsaris

Benyno, nikn Ta
KocmeTuka, A.4.

Himeuunna/

marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsgy. BeeneHHs abo
3MiHW [0 y3arasibHEHNX JaHuX Npo
cuctemy chapmakoHarnsagy (BsefeHHs
y3arasibHeHVX JaHunx npo cuctemy
hapmakoHarnagy, smiHa
yMNOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnagy 3asiBHUKa s
3[iiCHEHHsI (hapmakoHarnagy B
YKpaiHi, AKLL0 BOHA BiAMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnsay (Bkaryaroum
KOHTaKTHi flaHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnXx yNoBHOBaXEHOI 0co6u
3asBHVIKa, BignoBigabHOI 3a
hapmakoHarnsg. 3miHa
MiCLLe3HaxoMKeHHs macTep-hainna
cuctemu chapmakoHarnagy. 3miHa
MicLA 34iACHEHHS OCHOBHOT
OisANbHOCTI 3 dapmakoHarnsay.
BHECEHHS 3MiH 10 peecTpavLinHnx

peyenmom

6e3

UA/18496/01/01

26.

BPAYHOOUH

PO3UMH HaLLKIpHWIA,
7,5 %, no 100 mny

B. bpayH
Mesib3yHreH
Al

noslieTuIEeHoBMX

HimeyuunH
a

Bunyck cepii: b.
BpayH

LLIseliyapis

Mesib3yHreH Al

MaTtepianis: 3miHu | Tuny - 3MiHn

peyenma

Loa0 6e3nekn/edpeKTMBHOCTI Ta
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
dhnakoHax; no 250 HimeuuunHa; hapmakoHarnsgy. BeefeHHs abo
My BMPOGHMLTBO "in 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
nonieTuIeHoBKX bulk", nepBuHHe cuctemy capmakoHarnsagy (BBefeHHs
chnakoHax 3i crpeii- Ta BTOPUHHE y3arasibHeHUX JaHnx nNpo cucTemy
Hacocowm; no 100 mn nakyBaHHs, thapmakoHarnsgy, 3miHa
y NonieTUIeHOBNX KOHTpO/b cepii: YMNOBHOBaXeHOT 0cobw,
dhnakoHax; no 250 B. BpayH BiANOBIAA/IbHOI 3a 34iiCHEHHSA
My Megikan Al hapMakoHarnsay; KOHTakTHOI ocobu 3
nonieTuIeHoBKX LLiBeiuapis thapmakoHarnsgy 3asiBHUKa s
hnakoHax 3i cnpeii- 3[iliCHEHHs1 chapmakoHarnsay B
Hacocowm; no 20 YKpaiHi, AKL0 BOHA BiAMiHHA Bif,
dNaKkoHiB y YMNOBHOBaXeHOT 0cobw,
KapTOHHIA KOopoo6Li BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bkaryaroum
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MiLlLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg.
[itoua pegakuis: Marikn Mapuunep /
Michael Marschler. MNponoHoBaHa
pepakuis: A-p MapxaH Ctakep / Dr.
Marjan Staecker. 3mMiHa KOHTaKTHMX
[aHnXx ynoBHOBaXeHOI 0co6u
3asBHVKa, BignoBigabHOI 3a
dhapmakoHarniag
27. | BPOMKPUNTU TabneTku no 2,5 wr; AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/1211/01/01
H-KB no 10 TabneTok y "KNIBCbKWN "KUIBCbKWN marepianis: 3miHu | Tuny - 3MiHu peuenmom
6nictepi; no 3 BITAMIHHUWIA BITAMIHHWIA o0 6e3nekn/etheKTUBHOCTI Ta
6nictepu y nauui 3ABO4" 3ABO4" hapmakoHarnagy (iHwi 3MiHN)
OHOB/IEHHSA TEKCTY MapKyBaHHsI
yNaKoBOK NiKapCbKoro 3acoby, a came:
BW/IYYeHHs iHhopmalii, 3a3HaveHoT|
POCiiCbKO MOBOHO; Ay61H0BaHHS
TEKCTY MapKyBaHHA BTOPUHHOT
YNaKoBKM aHrNiicbKO MOBOI;
nopasaHHA y n.17. IHWE BTOPUHHOI
ynakoBKM iHchopmaLlii mpo forotun
3asABHVKa. TepMiH BBEEHHSA 3MiH
npoTarom 6 Micauis nicns
3aTBEPKEHHS
28. | BPOHXO- Kancynu Teepgi no CaHpo3 CnoBeHis nepBrHHE Ta CnoseHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHmX 6e3 UA/14268/01/01
MYHAN® N 3,5 mr, no 10 kancyn | ®apmacbloTika BTOPUHHE LBeliuapis marepianis: 3MiHu | TUNY - 3MiHK 3 peyenma
y 6nicTepi; no 1 abo n3 a.Aa. nakyBaHHs1, SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.

3 6nictepu y

KOHTpPO/b cepil,

KOHTPO/Ib JONOMIKHUX PEUYOBUH.
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BMPOBHULITBO in
bulk, kOHTpOb
cepii: OM
dapma CA,
LLiBeiiuapis

BUJTYYEHHS NoKasHuKa «Baki
MeTanu» 3i cneundikalii NOpoXHIX
XenaTtuHoBUX Kancynax, BignoBsigHoO
HactaHoBu ICH Q3D. 3minu | Tvny -
3MiHu 3 siKocTi. FoTOBMIA NikapcbKuii
3aci6. KOHTposib AONOMDKHUX
peyoBuWH. 3miHa y meTodax
BUMNPOOYBaHHA AOMOMIXHOI PEHOBUHM
(BUNyYeHHs MeToAdy BUNPOOYBaHHS,
AKLLO a/IbTEPHATUBHUI METOS,
BMNPO6YBaHHSA BXe 3aTBEPKEHO)
BU/TYYEHHS METOZY BUNPOGYBaHHS
«Baxki MeTanu» y MOPOXHixX
XXenaTuHOBYX Kancysnax, BignoBigHO
HactaHosun ICH Q3D. Kpim Toro,
He3HauHi OHOB/IEHHS B po34ini
3.2.P.4.2. AHaniTM4Hi MeToanKN. 3MiHU
| Tny - 3miHK 3 AkocTi. APl KoHTponb
A®I. 3miHa y MeTogax BUNPOOyBaHHS
A®| abo BUXigHOTO
mMaTtepiany/npomiKHOro
npoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPAKEHNX METOAAX
BMNPOBYBaHHS) 3MiHW B MeTOAi Y-
ineHTudikauil 4ns NPoOMiXXHOro
npogykty OM-85-KoHUeHTpaTy, a came
BBE/lEeHHSI PO34MHY A1 NepeBipkn
BignosigHocTi (conformity solution),
OL|iHKM NpuAaTHOCTI cucTemu,
nepernsgy po3paxyHkoBoi chopmynu,
Ansa BUNpo60BYBaHOro 3paska
BBOAUTLCA (INbTPYBaHHA 3paska.
3MiHu | TUNY - 3MiHK 3 AKOCTi. ADL.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®I| abo BuXigHOro
mMartepiany/npomiKHOro
npoaykTy/peareHty, Lo

BUKOPUCTOBYETHLCS Y MPOLECI

Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
KapTOHHIA Kopoo6Li BMNYCK cepil: 3MiHa napameTpiB cneuudikauiii
Nex Ta/abo fonycTMUX Mex As

dapmMaueBTnyHa [OMOMIKXHOI PEYOBUHM (BUTYYEHHS 3i

KoMnaHisa g.4., crneundikaLii He3Ha4YHOro NokasHuKa

CnoBeHis; (Hanpuknag 3acTapifioro NokasHuka))
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

BUpOOHULUTBA API (HE3HAUHI 3MIHW Y
3aTBEPMKEHUX MeToAax
BMNPOGYBaHHS) 3MiHN B MeTogji Y ®-
ineHTngikauii A®l (OM-85
Lyophilizate), a came BBegeHHSA
pO34uHy 415 NepeBipKM BigNOBIAHOCTI
(conformity solution), ouiHkn
npuaaTHoCTi cuctemu, Ans
BMNPO60BYBAHOIO 3paska BBOAWUTLCSA
inbTpyBaHHA 3paska, 3MiHa B
po3paxyHKoBii chopmyi. 3MiHu | Tuny
- 3miHu 3 sKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikadiii
Ta/abo fonyCTUMNX MEX, BUSHAUEHNX
y cneyudikauisix Ha Adl, abo
BUIXiLHWA/NPOMIXKHWIA
npoayKT/peareHT, Wwo
BUKOPWCTOBYHOTBLCSA Y NpoLeci
BUPOGHMLTBA AD| (3BYXKEHHS
[ONYCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauii) 3miHa BUMOr
cneumadikalii 418 NPOMIXHOro
npoaykty OM-85-KoHLUeHTpaty 3a
NoKa3HUKOM «laeHTudikauis»
MeTooM YP-cnekTpodpoToMeTpii.
3MmiHu | Trny - 3miHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y napameTpax
cneuudikauii Ta/abo AonycTUMKX
MeX, BU3HAYEHVX Y creumdikayisax Ha
A®I, abo BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BVIKOPVCTOBYIOTHCA Y MPOLECI
BMPOGHMLTBA AD| (3BY>KEHHS
[0NYyCTUMUX MEX, BU3HAUYEHUX Y
cneuudikawii) 3miHa BuMor
cneuudikauii A®l (OM-85
Lyophilizate) 3a nokasHUKOM
«lgeHTndikauis» metogom Yo-
cnekTtpodoTomMeTpii. 3miHu | TNy -
3MiHu 3 siKocTi. A®l. KoHTponb AdL.
3miHa y napameTpax cneuudikawiii
Ta/abo [oNyCTUMUX MEX, BU3HAUEHNX
y cneuudpikauisx Ha A®l, abo
BVIXiZHWA/NPOMIKHWIA
NpoAyKT/pearexT, Wwo
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
BMKOPVCTOBYHOTLCSA Y MPOLECI

BMPOGHMLTBA AD| (3BY>KEHHS
[0MNYCTUMUX MEX, BU3HAYEHUX Y
cneumdikauii) 3miHa kpuTepiis
npuiiHaTHocTi ana A®l (OM-85
Lyophilizate) 3a nokasHukom
«lgeHTudikauia metogqom HPTLC», a
came BUAAIEHHS MOKa3HMKa
KoedpiyieHTa yTpumyBaHHs (Rf).
Hapasi nnaHweTtn HPTLC i3 3pa3kom
MPOMNOHYETLCA OLHIOBATM LLIAXOM
NOPIBHAHHSA 3 NaHWeTamu 3
KOHTPO/IbHAM PO3YMHOM, SKi
TECTYTbCA 0OHOYACHO, TOMY
hopMy/toBaHHS LibOro KpUTepito
NPUIAHSATHOCTI By/10 BiAMNOBIAHO
nepernsaHyTo. 3MiHu | Tuny - 3miHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudgikadii Ta/abo
[ONYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Ha Adl, abo
BUIXiLHWA/NPOMIXKHWIA
npogyKT/peareHT, Wwo
BUKOPWCTOBYHOTBLCSA Y NpoLeci
BUPOGHMLTBA AD| (3BYXKEHHSA
[ONYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikaui) 3MiHa KpuTepiis
NPUAHATHOCTI ANs KOHLeHTpaTy OM-
85 (MpoMiXHWIA NpoAYKT) 3a
nokasHWKoM «lgeHTudpikauis meTogom
HPTLC», a came BuaasIeHHA
nokasHuka koedivieHTa yTpuMyBaHHs
(Rf). Hapasi nnaHwetn HPTLC i3
3pa3koM NPOMNOHYETLCS OLjiHIOBATH
LUNSIXOM MOPIBHAHHA 3 MAaHWeTamMm 3
KOHTPO/IbHUM PO3YMHOM, SKi
TECTyTbCA OAHOYACHO, TOMY
hopMy/HOBaHHS LibOro KpUTEPIto
NPUAHSATHOCTI By/10 BiAMNOBIAHO
nepernsaHyTo. 3MiHu | Tuny - 3miHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha Adl, abo

BUXiAHWIA/MPOMiIDKHWIA
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

NpoAyKT/peareHT, Wwo
BVKOPVCTOBYIOTHCA Y MPOLECI
BMPOGHMLTBA AD| (3BY>KEHHS

[0NYyCTUMUX MEX, BU3HAUYEHUX Y
cneuudikavii) He3HauHi 3MiHV B
KpUTEpisX NPUAHATHOCTI 3a
NoKasHWKOM «laeHTudpikauis metofom
BEPX» N5 NpoMiXXHOro NpoaykTy, Lo
BUKOPVCTOBYETLCA [/19 BUTOTOB/IEHHS
A®I. NMponoHyeTLCA BUKOPUCTOBYBATU
PO34YMH NOPIBHAHHS, KNI TECTYETHLCA
pasom i3 po34unMHOM 3paska A1
BU3Ha4YeHHss BEPX-npocpinto 3paska,
TOMY (DOPMYJIHOBaHHS LibOro KpUTEPito
NPUAHSATHOCTI By/10 BiAMNOBIAHO
nepernsaHyTo. 3MiHu | Tuny - 3miHu 3
akocTi. A®l. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiZHWA/NPOMIKHWIA

NpoAyKT/peareHT, Wwo
BVIKOPVCTOBYIOTHCA Y MPOLECI
BMPOGHMLTBA AD| (3BYXKEHHS

[0NYyCTUMUX MEX, BU3HAUYEHUX Y
cneuudikavii) He3HauHi 3MiHV B
KpUTEPIAX NMPUAHATHOCTI, BUSHAYEHNX
y crneundikauii Ha APl 3a NOKa3HNKOM
«lgeHTudikayis metogom HPLC».
MpPONOHY€ETLCSA BUKOPUCTOBYBATU
PO3YMH NOPIBHSHHSA, AKNIA TECTYETLCA
pasom i3 po34nMHOM 3paska A1
BM3HauYeHHs BEPX-npodinto 3paska,
TOMYy (DOPMY/IOBaHHSA LIbOrO KPUTEPIO
NPUAHATHOCTI 6y/10 BiANOBIAHO
nepernaHyTo.3MiHu | Tvny - 3MiHu 3
AKOCTi. A®I. KoHTponb A®L. 3miHa y
napameTpax cneuucikauin Ta/abo
[0MNYCTUMUX MEX, BU3HAYEHUX Y
cneumngikauisx Ha A®l, abo
BVIXiZHWA/NPOMIKHWIA
NpoAyKT/peareHT, Wwo
BUKOPWCTOBYHOTBLCS Y NpoLecCi
BMPOGHMLUTBA AD| (BUNYYEHHS
HEe3HaYHOro MoKa3HMKa SKOCTi
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

(Hanpuknag BUyYeHHs 3acTapinoro
noKasHWKa)) BUNYYEHHS ifeHTudikai
[O0MOMDKHMX PeYOBUH i3 cneuudikauii
Ad| — cTaHAapT130BaHOro niodinisary
OM-85, OCKifIbk1 NPUCYTHICTb WX
[OMOMDKHUX PeYoBUH 3abe3nevyeTbes
LOTPUMaHHAM Aitoumx npasui GMP, a
OTXXe KOHTPO/b Nif, Yac BUPOBHNYOTrO
npotecy € goctartHim. Kpim Toro, ans
[OMNOMIKXHUX PEYOBWH, LLO NPUCYTHI Y
cknagi niocpinisaty OM-85, Hemae
06MeXeHb o0 6e3neku, i ua 3miHa
He BMAMBAaE Ha SKICTb NPOAYKTY. 3MiHN
| TNy - 3MiHK 3 AKocTi. FoToBMI
nikapcbkuii 3aci6. KOHTpob roToBOro
niKkapcbKoro 3acoby. 3miHa
napameTpiB cneuudikaui Ta/abo
[0MyCTUMUX MEX roTOBOro
NiKapcbKoro 3acoby (BUyYeHHS
HEe3HaYHOro MokKasHuKa (Hanpuknag,
3aCTapifioro NokasHvika, Takoro sk
3anax Ta cMmak, abo igeHTudikauisa
6apBHUKIB YN CMAKOBUX A,06aBOK))
BUTYYEHHS ifeHTUdiKaLii JOMOMIKHMX
peyoBuH 3i cnevuudikauii MN3 (MaHiTty,
KPOXMaUTto npexenaTuHi3oBaHoro,
MarHito cTeapary), OCKi/lbki BOHa He €
060B’A3KOBOI0 47151 KOHTPOS0 /13,
NPUCYTHICTb LX AOMNOMDKHMUX PEYOBUH
3a6e3nevyeTbCcs AOTPUMAHHAM AitoUnX
npasus GMP, a oTxe KOHTPO/Ib Nif
yac BMPOBHMYOro npoLecy €
pocTarHim. Kpim Toro, ans
[OMOMIKXHUX PEYOBWH, LLO NPUCYTHI Y
cknagi nikapcbkoro 3acoby, Hemae
06MeXeHb o0 6e3neku, i ua 3miHa
He BMAMBAaE Ha KICTb NPOAYKTY. 3MiHN
| TNy - 3MiHK 3 AKocTi. FoToBMI
nikapcbkuii 3aci6. KOHTposib roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHA roTOBOrO NiKaPCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPOGYBaHHA) BHECEHHS 3MiHU [0
npoueaypu Y®-igeHtudpikauii M3, y
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

BiANOBIAHOCTI O OHOB/IEHUX KPUTEPIiB
npuiAHATHOCTI A®I. 3MiHn | Tuny -
3MiHu 3 sKoCTi. FOTOBMIA NiKapCbKNii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbkoro
3acoby. 3miHa y meTofgax
BUMPOOYBaHHA rOTOBOTO /liKapCbKOro
3acoby (He3HauHa 3miHa y
3aTBEPMKEHUX MeToAax
BMNPOGYyBaHHSA) He3Ha4YHa 3MiHa B
npoueaypi TecTyBaHHs igeHTudikauii
N3 metogom HPLC. BHECEHHSs 3MiHn
0o n.3.2.P.5.3.Banigauis aHanitmuHmx
MeTOAVK, & CaMe OHOB/IEHHS Po3ainy
«ldentification HPLC», ockinbku nicns
BBE[EHHA a/lbTepHATUBHOT KO/TOHKN
6yna npoBefeHa HoBa Basifauis 3
BVIKOPVCTaHHSM eKBiBasIeHTHOT
KOMOHKM. [1n§ 6inbLuoi scHoCTi 6yno
BMpiLLEeHO 06’eAHaTW ABi NepeBipku B
0fHOMY AOKYMEHTI.

29.

ByniPon

PO34uH ANs iHdy3ilA,
4 mr/mn; no 100 mn
Y KOHTelHepi B
3aXMCHOMY nakeTi

MicTtpan
Kenitan
MeHeKMeHT
Nimiteq

AHrniA

AJTTAH
PAPMACBIOTIK
AN3, C.A.

IcnaHis

BHECEHHS 3MiH 10 peecTpaLiiiHnX
MaTtepianis: 3miHu | TMny - 3MiHK
LoAo 6e3snekn/edpeKTBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkili
XapakTepucTuL nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBeAeHVX BifgnoBigHO A0 NaHy
negiatpuyHux gocnigxexn (PIP)
(3MiHY Y3rof>X€HO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHM BHECEHO [0 IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro
3acoby Ao po3ainis "Oco6mBoCTi
3actocyBaHHs", "MobiuHi peakwi"
BiZNOBIAHO 4O OHOBMEHOIT iIHChopMaLi
3 6e3nekn Aitoyoi pevoBUHU
(ibynpocpbeny) 3rigHo 3
pekomeHgauisimm PRAC.

3a
peyenmom

He nionszae

UA/18807/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MiCALIB MiCNs 3aTBEPLKEHHS.
30. | BEC-HOPMA rpaHynu no 10 r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 6e3 niosnsieae UA/3812/01/01
rpaHyn y neHani «HaujioHanbHa «HaujoHanbHa martepianis: 3MiHu | TUny - 3MiHK 3 peyenma
nonimepHomy; no 1 FomeonatunyH FomeonatnyHa SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
neHasny B navui 3 a Cninka» Cninka» Cuctema

KapToHy abo no 5r
rpaHyn y KoHTeliHepi
3 I03yBaHHAM; M0 2
KOHTelHepy B naui
3 KapTOHY

KOHTeliHep/3aKkynoptoBasibHuii 3aci6.
3MiHa y NepBuHHIl ynakoBLi roTOBOro
nikapcbkoro 3acoby (Tun KoHTeliHepa
abo fofaBaHHSA HOBOrO KOHTelHepa) -
TBepaj, M'ski Ta HecTepubHI pigki
nikapceki opmn. CynyTHA 3MmiHa-
3MiHu 3 siKocTi. FoTOBMIA NikapCbKuii
3aci6. KOHTpob roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB
cneuudikauii Ta/abo AonycTUMmX
MEX rOTOBOr0 NiKapCbKoro 3acoby
(8#onoBHEHHA cneuudikawii HOBUM
NOKa3HUKOM 3 BiNOBIAHUM METOAO0M
BMNPOGYBaHHS) — BBEAEHHS
[,04aTKOBOI YNakoBKK, a came
KOHTelHep 3 fo3yBaHHAM No 5T, 3
BHECEHHSM BiAMNOBIAHWX 3MiH [0 p.
«YnakoBka» Ta [AOMOBHEHHS
cneumdikauii N3 n. «<Maca BmicTy
YMakKoBKU: KOHTEHEPW 3 A03YyBaHHAM
no 5 r» 3 BiANOBIAHUM METO40M
aHaizy. 3MiHM BHECEHO B iHCTPYKLiO
[ONs MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby A0 po3ainy
"YnakoBka" y 3B'A3KY 3 BBEEHHAM
[04aTKOBOI NEPBUHHOI YNaKOBKU
(KoHTelHep 3 A03yBaHHAM no 5r) Ta Ak
Hacnigok - BignoBiAHi 3MiHW BHECEHO
[0 po3giny "Cnocib 3acTocyBaHHs Ta
[031n" (jofaBaHHs aniroputMy
3acTocyBaHHs) 3rigHo 3 MaTepiasiamu
peecTpavuiiiHoro gocbe. BeegeHo
TEKCT MapKyBaHHs A4/19 BifNOBigHOMO
[03yBaHHA Ha 5 1 (NepBuHHA Ta
BTOPUHHA YNaKoBKW NiKapCbKOro
3aco6y). 3miHu | TMny - 3MiHW 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasnbHWii 3aci6.
3MiHa po3Mipy ynakoBkM rotoBoro
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
NiKapcbKoro 3acoby (3MiHa KisibKoCTi
OAMHMLb (Hanpuknag TabneTok,
ammny/ ToLL0) B ynakoBL,) - 3MiHa no3a
[iana3oHOM 3aTBepXeHNX po3MipiB
yMakoBKM — Y 3B'A3KY 3 BBEAEHHAM
[04aTKOBOI NEPBUHHOI YMakKoBKU
(kOHTeliHep 3 A03yBaHHAM, No 5 1),
3MIHIOETBCS KiNIbKICTb OANHULE Y
BTOPWHHI ynakoBLi. Y navui 3
KapToHy 6yfie no 2 koHTeliHepw 3
[03yBaHHAM. 3arasibHa KilbKicTb
NiKapcbKoro 3aco6by y BTOPUHHIi
ynakoBLi (10 r) — He 3MIHI0ETbCS.
3MiHN BHECEHI B iHCTPYKLi0 Ans
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby A0 po3ziny "Ynakoska"y
3B’A3KY 3 f0AaBaHHAM HOBOI YMaKoBKU
- KOHTelHepa (3MiHa KifbKOCTi
OIMHVLb BTOPUHHOI YNaKoBKW).
BignoBifHi 3MiH/ BHECEHO B TEKCT
MapKyBaHHS YNakoBK/ NiKapcbKoro
3acoby.
31. | BIFECT-KB TabneTku no 2 wmr; AT YkpaiHa KOHTpPO/b cepii YkpaiHa/ BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/19230/01/01
no 28 TabneTok y "KNIBCbKWN Ta BUNycK cepi: IcnaHis mMartepianis: 3MiHu | TNy - 3MiHK WoA0 peyenmom
6nictepi; no 1 BITAMIHHUIA AT 6e3nekn/edhekTVBHOCTI Ta
6nicTepy B nauui 3ABOA" "KNIBCbKUI thapmakoHarnsgy (iHwi amiHu).
BITAMIHHW OHOB/EHHSA TEKCTY MapKyBaHHs
3ABOL", ynakoBOK NiKapcbKoro 3acoby, a came:
YKpaiHa,; BW/TYYEHHS iHhopmaii, 3a3HaveHoT
BMPOGHMLTBO pOCiliCbKOI0 MOBOIO; Ay60BaHHS
Hepo3dacoBaHo TEKCTY MapKyBaHHS BTOPUHHOT
T npoAykuji, yMakoBKN aHriiCbKOK MOBOIO;
nepBuHHa Ta fopasaHHA y n.17. IHWE BTOpUHHOI
BTOPVHHA ynakoBku iHchopmaLii npo norotun
ynakoBKa, 3a8BHMKA. TepMiH BBEAEHHS 3MiH -
KOHTPO/b cepii NpoTArom 6 Micsuis nicns
Ta BUNycK cepi: 3aTBEPKEHHSA.
Cingea ®apma,
C.J1., IcnaHis
32. | BIOEH Kancysim m'siki no AT YKkpaina AT YKpaina BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX 6e3 UA/18050/01/01
12,5 mkr (500 MO); "KNIBCbKWN "KUIBCbKWN marepianis: yTOUHEHHSt yMOB peyenma
no 10 kancyny BITAMIHHWIA BITAMIHHUIA BifnycKy B Hakazax MO3 Ykpaiuu
6nictepi; no 3 abo 6 3ABOL" 3ABO" Ne 1191 Big 09.07.2024 (3MmiHu | TURY
6nicTepiB y nayui - 3MiHM Woao 6e3nekn/edekTUBHOCTI
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

Ta (hapmakoHarnagy (iHwi 3miHum).
OHOB/EHHSI TEKCTY MapKyBaHHS
BTOPVIHHOI yNaKoBKM NiKapCbKOro

3acoby, a came: BUTyYEHHS
iHbopMmaLii, 3a3Ha4YeHOl POCINCHKOH
MOBOH, Ta BMKNaAEHHs Ti aHrilicbKoto
MOBOI0, a Takox y n.17. IHWE gopaHo
iHchopmaLito Npo sloroTun 3asiBHMKA.
TepMiH BBEZleHHS 3MiH - NPOTArom 6
MicsiLiB nicns 3aTBepokKeHHs) Ta Ne
253 Bif 15.02.2024. Pepakuis B Hakasi
- 3a peuenToM. BipHa pepakuis - 6e3
peuenTa.

33.

BIAEIH

Kancysm m'ski no 25
MKr (1000 MO); no
10 kancyny
6nictepi; no 3 abo 6
6nicTepiB y naui

AT

"KNIBCBbKN

BITAMIHHWA
3ABOJ"

Ykpaina

AT

"KUIBCbKUI

BITAMIHHUN
3ABOJ"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiHnX
mMartepianis: yTOYHEHHS1 YMOB
BiANycKy B Haka3ax MO3 YkpaiHu
Ne 1191 Big 09.07.2024 (3miHW | TUNY
- 3MiHM W0 6e3nekn/eddekTUBHOCTI
Ta (hapmakoHarnagy (iHwi 3miHum).
OHOB/EHHSI TEKCTY MapKyBaHHS
BTOPWHHOI YNaKkoBKM NiKapCbKOro
3acoby, a came: BUSTyUYEHHS
iHhopMmalii, 3a3Ha4YeHOol POCIiCbKOH
MOBOH, Ta BMKNAAEHHs Ti aHrilicbKoto
MOBOI0, a Takox y n.17. IHWE gonaHo
iHchopmaLito Npo floroTun 3asiBHMKA.
TepMiH BBEAEHHS 3MiH - NPOTATOM 6
MicsiLiB nicns 3aTBepkKeHHs) Ta Ne
253 Bif 15.02.2024. Pepakuis B Hakasi
- 3a peuenToM. BipHa pepakuis - 6e3
peuenra.

6e3
peyenma

UA/18050/01/02

34.

BIOEIH

Kancysim m'siki no
100 mkr (4000 MO);
no 10 kancyny
6nictepi; no 3 abo 6
6nicTepiB y naudi

AT

"KNIBCbKN

BITAMIHHWIA
3ABOJ"

YkpaiHa

AT

"KUIBCbKUI

BITAMIHHUN
3ABOJ"

YkpaiHa

BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX
mMartepianis: yTOYUHEHHS YMOB
BifnycKy B Hakazax MO3 Ykpaiuu
Ne 1191 Big 09.07.2024 (3miHu | TNy
- 3MiHM Woa0 6e3nekn/eddeKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHn).
OHOB/IEHHSI TEKCTY MapKyBaHHs
BTOPUWHHOI YNaKoBKM NiKapCbKOro
3acoby, a came: BUSTyUYEHHS
iHhopMmawii, 3a3Ha4YeHOol POCiiCbKOH
MOBOI0, Ta BUKNAAEHHS 1T aHINiNCbKO
MOBOIO, a Takox y n.17. IHWE gonaHo
iH(hopMaLito MPO JIOrOTUN 3asiBHMKA.
TepMmiH BBEAEHHS 3MiH - NPOTArom 6

6e3
peyenma

UA/18050/01/03
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
MicsiLiB nicns 3aTBepokKeHHs) Ta Ne
253 Bif 15.02.2024. Pepakuis B Hakasi
- 3a peuenToM. BipHa pepakuis - 6e3
peuenTa.
35. | BIHKPUCTUH- po3unH ANns iH'ekui, | Mini Xenckepe Benvka BeHyc Pemegic IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a He nionsieae UA/6430/01/01
Mini 1wmr/mn;nolmny Nimiten BpuTaHis Nimiten mMartepianis: 3MiHu | Tuny - peyenmom
dhnakoHi; no 1 a6o AAMiHICTpaTVBHI 3MiHW. 3MiHa
no 10 chnakoHis B HallMeHyBaHHs Ta/abo agpecu Micus
KOpOO6Li 3 KapTOHY NpoBaKeHHA AiA/IbHOCTI
BMpO6HMKa/iMnopTepa rotToBoro
niKapcbKoro 3acoby, BKAUaum
OinbHULI BUNYyCKy cepii abo micue
NpOBeEHHS KOHTPOJIKO SIKOCTI.
(@isnbHICTb, 3a SKy Bignosigae
BMPOGHUK/iIMNOPTEP, BK/IKOYAKUM
BUNYCK cepii). AgMiHiCTpaTMBHa 3MiHa
HanncaHHs agpecy BUPOOHMKa. 3MiHK
BHECEHO B iHCTPYKL,t0 415 MEANYHOIO
3aCTOCYyBaHHSA Nikapcbkoro 3acoby y
po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca micus
NPOBaPKEHHS Or0 Ais/IbHOCTI" 3
BiANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBoK. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micsuiB
nicns 3aTBepAKEHHS.
36. | BITAMIH A Kancynu m'ski no 33 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 6e3 UA/0716/01/02
000 MO; no 10 "KNIBCbKWI "KNIBCbKUI marepianis: 3MiHu | Tuny - 3MiHu peyenma
Kancyny énicrtepi; BITAMIHHUIA BITAMIHHW oo 6e3snekn/edpekTMBHOCTI Ta
no 3 6nictepu B 3ABO4" 3ABO4" hapmakoHarnagy (iHwi 3MiHn)
nauyuj; no 10 kancyn OHOBMEHHSA TeKCTY MapKyBaHHsA
y 6nicTepi; no 5 yNaKoBOK MiKapCbKoro 3acoby, a came:
6nicTepiB y naui; BW/IYYeHHs iHhopmalii, 3a3HaveHoT
no 20 kancyny POCiliCbKOI0 MOBOIO; Ay6/H0BaHHSA
6nictepi; no 1 TEeKCTY MapKyBaHHS1 BTOPUHHOI
6nicTepy B nadui; no YMaKoBKMN aHI/iiCbKOK MOBOH;
20 kancyny nofaBaHHa y n.17. IHLWE BTOpUHHOT
6nictepi; no 3 yNakoBKM iHchopmaL,ii npo fiorotun
6nictepu y nauui 3asBHVKa. TepMiH BBEEHHS 3MiH
npoTsArom 6 micsuis nicns
3aTBEPAKEHHSA
37. | BITAMIH C 500 | Tab6seTku XyBasbHi AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHux 6e3 UA/5624/01/01
3 IMMOHHNUM cMakoM | "KUTBCbKUI "KUIBCbKWN martepianis: 3MiHu | TUny - 3MiHK peyenma
no 500 mr, no 10 BITAMIHHUIA BITAMIHHW Loao 6e3nekn/edpeKTMBHOCTI Ta
TabneTok y 6nictepi; 3ABOA" 3ABO4" hapmakoHarnsaay (iHwi 3MiHu) -
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
no 3 abo 6 6nictepis OHOB/EHHS TEKCTY MapKyBaHHs
B mauuj; no 30 yNakKoBOK NiKapCbKoro 3acoby, a came:
TabneTtok y BU/TyYEHHS iHhopMmaLii, 3a3Ha4eHol
KOHTelHepi pOCiiCbKO MOBOHO; Ay61H0BaHHS
(6aHouui); no 1 TEKCTY MapKyBaHHSA BTOPUHHOT
KOHTelHepy YMaKOBKMN aHI/TiCbKOK MOBOIO;
(6aHouu) y nayui; nofaBaHHsa y n.17. IHWE BTOPUHHOT
no 10 TabneTok y Ta NepBMHHOI YNakoBOK iHchopmawii
6nictepax; no 30 npo /10roTWN 3asBHMKa. TepMiH
Tabnetok y BBEJEHHS 3MiH NPOTAroM 6 micsauis
KOHTeliHepax nicns 3aTBepmXEHHS.
(6aHo4Kax)
38. | BITAMIH C 500 | TabneTtku XyBasibHi AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHnx 6e3 UA/5623/01/01
3 anenbCUHOBUM "KNIBCbKWI "KNIBCbKUI martepianis: 3miHu | Tuny - 3miHn peyenma
cmakom no 500 wr, BITAMIHHW BITAMIHHUI Loao 6e3nekn/edpeKTMBHOCTI Ta
no 10 TabneTtok y 3ABO4" 3ABO4" thapmakoHarnsagy (iHwi 3miHu) -
6nictepi; no 3 OHOB/EHHSI TEKCTY MapKyBaHHS
6nictepy B nav; no yNaKoBOK /1iKapCbKOro 3acoby, a came:
30 Tabnetok y BW/IYYEHHS iHhopmaLii, 3a3HaveHoT
KOHTeliHepi pOCiiCbKOIO MOBOIO; Ay60BaHHS
(6aHouuj); mo 1 TEeKCTY MapKyBaHHSA BTOPUHHOI
KOHTelHepy YNaKoBKMN aHrNilicbKO MOBOI;
(6aHouL) y nauuj; AogasaHHA y n.17. IHWE BTOpUHHOT
no 10 TabneTok y Ta NepBUHHOT YNakoBOK iHhopmaLi
6nictepax; no 30 npo NOroTun 3asaBHUKa. TepMiH
TabneTok y BBEAEHHSA 3MiH MPOTAroM 6 Micauis
KOHTelHepax nicns 3aTBepayKeHHs.
(6aHoukax)
39. | BITAMIH C 500 | Ta6seTku XyBaslbHi AT YKpaina AT YKpaina BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX 6e3 UA/1861/01/01
3 NEepPCUKOBUM "KNIBCbKWN "KUIBCbKWN marepianis: 3mMiHu | Tuny - 3MiHu peyenma
cmakoMm no 500 wmr; BITAMIHHUIA BITAMIHHW oo 6e3sneku/edpekTMBHOCTI Ta
no 10 TabneTok y 3ABOL" 3ABO" hapmakoHarnsgy (iHwi 3miHn) -
6nictepi; no 3 OHOB/IEHHA TEKCTY MapKyBaHHs
6nicTepu B Nauwj; no yNakoBOK NiKapcbKoro 3acoby, a came:
30 Tabnetok y BW/TyYEHHST iHhopmaluii, 3a3HayveHo|
KOHTeliHepi pOCiiCbKOI MOBOIO; Ay6H0BaHHS
(6aHoui); no 1 TEKCTY MapKyBaHHA BTOPUHHOT
KOHTeliHepy YNaKOBKMN aHINiNCbKOK MOBOIO;
(6aHouuji) y nauui; nofaBaHHsa y n.17. IHWE BTOPUHHOT
no 10 TabneTok y Ta NepBUHHOI YNakoBOK iHchopmalii
6nictepax; no 30 npo NOroTuN 3asiBHUKA. TepMiH
TabneTok y BBEJEHHS 3MiH NPOTAroM 6 micAuis
KOHTelHepax nicns 3aTBepXeHHs.
(6aHo4Kax)
40. | BMPIB NOPOLLOK A/15 Takega IpnaHgis BiANOBIga/IbHUI IpnaHgis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux 3a UA/15706/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
pPO3UMHY ANs dapmachbioTika 3a BUNyCK cepii: HimeuuunHa/ martepianis: 3MiHu Il TUny - 3MiHK peyenmom
iHdysiii, no 400 OJ; n3 Lanep ClwA/ oo 6e3snekn/edhekTMBHOCTI Ta
1 donakoH 3 IHTepHeLHN dapmacbloTikan Ipnangjs/ thapmakoHarnagy. [Hwi 3miHu, Aki He
NOPOLLKOM Y ATl IpnaHgis 3 IpnaHgis HigepnaHau | BBIWAM y Lelt po3ain, siKi BKIHOYAKTb
KapTOHHI KOPOOL BpeHu Nimites, nofaHHsA pe3ynbTatiB focAigpKeHb 40
IpnaHgis; KOMMETEeHTHOro opraHy - 3asBHUKOM
Takepa Ha/JaHo OHOBJIeHY Bepcito MnaHy

dapmacbloTikan
3 [HTepHewHN
ATl IpnaHgis
BpeHu,
Ipnangis;
BUPOBHULTBO
nikapcbKkoro
3acoby,
KOHTPO/b AKOCTI
cepii, BisyanbHa
iHCneKu,is:
BeTTep ®apma-
®epTirtoHr MM6X
EHg Ko. KT,
HimeuuunHa;
BMPOGHMLTBO
nikapcbKoro
3acoby,
KOHTPO/b SAKOCTi
cepii:
KeHmpkiH
Baiio®apma,
NTh (n6a
EmeppoxxeHT
BalioConyLwuiH3
(CibiAli4), CLUA,
KOHTPO/b AKOCTI
cepii, BisyanbHa
iHCneKu,is:
BeTTep ®apma-
®epTirtoHr MM6X
EHg Ko. KT,
HimeuuunHa;
BeTTep ®apma-
®epTirtoHr MM6X
EHp Ko. KT,
HimeyuunHa;
BisyasibHa

ynpasniHHa pu3vkamn 11.1.
3MiHV BHECEHO A0 YacTuH Il
«Cneuudikauis 3 6esnekm», Il «Mnax
3 chapmakoHarnsgy», V «3axoam 3
MiHimi3aLii pusukie», VI «Pe3stome
nnaHy ynpasniHHA pusnkamm» VII
«Jlopatkm» y 3B'A3KYy 3 BBEAEHHSAM
[04aTKOBMX 3ax0iB 3 MiHimisauii
pu3unKiB BIANOBIAHO [0 pe3ynbTaris,
OTPUMaHVX B paMKax [OC/iIKEHHS
PASS 14255, Ha nigcTasi
nigTBEPAKEHHS 3aTBEP)KEHHS 3MiH B
KpaiHi 3asBHMKa/BUPOGHYIKa, ornsay
KNiHIYHUX AaHUX.
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

iHCneKu,is:
BeTTep ®apma-
®epTirtoHr MM6X
EHp Ko. KT,
HimeyuunHa;
KOHTPO/b AKOCTI
cepii:
Laviep XbtomeH
[bKeHeTikK
Tepanic, CLUA;
Yapnb3 Pisep
NabopaTopis
Alineng N1a,
Ipnangis;
MapKyBaHHs Ta
nakyBaHHs,
OnCTpnbyLis
roToBOro
nikapcbkoro
3acoby:
LIiEAYEN
Cannnaii YeiiH,
Higepnangy;
LIiEAYEN
Cannnaii YeiiH,
HigepnaHngm

41.

FABICKOH®
MONYHUYHI
TABJIETKN

TabneTku XyBasbHi;
no 8 TabneTok y
6nictepi; no 2 abo
no 3 6nictepn y
KapTOHHIA Kopoo6Li

PekkiTT
BeHkizep
Xerckep

(KOKein)
Nimiten

Benuka
BpuTaHis

BMPOGHULITBO in
bulk, nakyBaHHs,
KOHTPONb Npu
BUMYCKY, BUMYCK
cepii:
PekkiTT BeHkizep
Xenckep (KOKeid)
NimiTen, Benvka
BpwuTaHis;
BTOPVIHHE
nakyBaHHs:
Papmallac
(KOkeit) NimiTes,
Benuka
BpuTtaHis

Benuka
BpuTaHis

BHECEHHS 3MiH 10 peecTpaLiiiHnX
MaTepianis: TexHiyHa nomunka (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460).
BunpasneHHs TeXHIYHOI NOMWSIKU,
3rigHo n.2.4. po3ainy VI Hakazy MO3
YkpaiHu Big 26.08.2005p. Ne 426 (y
pepakuii Hakasy MO3 YkpaiHu Big
23.07.2015 p Ne 460) — BunpasneHHs
TEXHIYHOT NOMUIIKU, MOB’A3aHO 3
HEBIANOBIAHICTIO (Pi3HOYMTAHHS) B
Mexax OfHOro JOKyMeHTa,
[OMNyLEeHHS NOMUAKKN B crnevumdikawi
"N3 Ha BUMYCK 3a NOKa3HWKOM
«MikpobionoriyHa ynctota», a came:
BiAACYTHS iHhopMmaLis Wwoao
nepiognMYHOCTI KOHTPOSIIO 38 AaHUM
NOKa3HWKOM. 3a3HauyeHe BUMpPaB/IeHHS
BiANOBiAae apxiBHUM MaTepiasiam
peecTpauiiHoro JoChbe.

6e3
peyenma

UA/9210/01/01
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Hassa

3asaBHUK

dopma surnycky Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
42. | TEMOTPAH® TabneTkun, BKpUTI AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a UA/15498/01/01
NAiBKOBOO marepianis: 3miHu Il Tuny - 3miHn 3 peyenmom
o60s10HKoto, no 500 akocTi. A®l. Bupo6bHMUTBO. 3MiHa
mr, no 10 TabneTok BUPOGHMKa BUXIAHOTO/NPOMIXHOr0o
y 6nicTepi; no 3 NpoAyKTy/peareHTy, Lo
6nictepu y nauui BVIKOPVCTOBYIOTHLCS Y BUPOOHUYOMY
npoueci A®l, a6o 3miHa BUPO6HMKa
(Bkntovaroun, ge HeobxigHo, MicLe
NpoBefEeHHS KOHTPOso sikocTi) APl (3a
BifiCYTHOCTI cepTudikata
BiANOBIAHOCTI E€BpONenchbkili
dhapmaxonei y 3aTBepkeHOMY [0CbE)
(BBELEHHA HOBOro BUPOGHMKA AP 3
HajaHHAM macTep-haiina Ha AdI)
BBE/leHHSI albTepHaTUBHOIO
BMpo6Huka APl Malladi Drugs &
Pharmaceuticals Limited, IHgis
TpaHekcamoBa kucnota fo Bxe
3aTBEepAKEHNX BUPOBHMKIB Hunan
Dongting Pharmaceutical Co., Ltd.,
Kutaii; Ami Lifesciences Private
Limited, IHais
43. | TEMUUTABIH KOHLeHTpaT Ans EBEBE AscTpis NOBHWIA LKA AscTpisi/ BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/10475/01/02
"EBEBE" pPO34nHYy AN dapma BMPOGHMLTBA: HimeuunHa mMatepianis: 3miHu | Tuny - 3MiHn peyenmom
iHcpysiin, 40 mr/mMn no lec.m.6.X. PAPEBA oo 6e3snekun/edpekTMBHOCTI Ta
5 mn (200 mr), abo Hdpr. KI YHTepax 'M6X, hapmakoHarnsigy. BeegeHHs abo
no 25 mn (1000 wmr), ABCTpIS; 3MiHM [0 y3ara/ibHeHVX JaHuxX npo
abo no 50 mn (2000 BMNYCK cepil: cuctemy hapmakoHarnagy (BBeLeHHs
Mr) y donakoHi; no 1 EBEBE ®apma y3araJlbHeHNxX AaHux npo cuctemy
dhnakoHy B lec.m.6.X. Hdor. hapmakoHarnagy, amiHa
KapTOHHIA Kopoo6Li KI, ABCTpis; yNOBHOBaXeEHOI 0cobu,
TEeCTyBaHHS: BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
Na6op NIC CE & thapmakoHarnsay; KOHTakTHOi 0cobu 3
Ko. KT, hapMakoHarnsay 3asBHuka ans
HimeyuunHa; 3[jiicHeHHs hapmakoHarnsgy B
TECTyBaHHS: YKpaiHi, AKLWO BOHA BiAMIHHA BifJ
M yNOBHOBaXeEHOI 0cobu,

Mikpob6ionoriwe
c Mptochnabop
'M6X, ABCTpis

BiANOBIAA/IbHOI 3@ 34iiCHEHHSA

hapmakoHarnsgy (Bknrovaroum

KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MmileHHi MacTep-dhaiina cuctemu

hapmakoHarnsgy) 3miHa
YNOBHOBaXEHOI 0CO6M 3asBHYKA,

BiANOBiAaNbHOI 3a thapmakoHarnsg,
[Aitova pegakuis: Aasig xoH Jlesic /
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
David John Lewis. NMponoHoBaHa
pegakuisi: Juergen Maares / KOpreH
Maapec.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6U 3asBHYIKa,
BiANOBIAa/IbHOI 3a hapMakoHarag.
3MiHa KOHTaKTHOT 0COBM 3asiBHUKA,
BiANoOBigaNbHOI 3a thapmakoHarnsag s
YkpaiHi. [itoya pegakuis: Opnos
B'sauecnas Biktoposuy. MponoHoBaHa
pegakuisi: TaHacoBa 3opsiHa
MukonaiBHa. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANoOBigaNbHOI 3a thapmakoHarnsag s
YKpaiHi.
3MiHa MicLle3HaxoMKeHHs1 MacTep-
thaiina cuctemun chapmakoHarnsgy Ta
noro Homepa. 3MiHa Micus 34iACHEHHS
OCHOBHOI AiiNIbHOCTI 3
hapmakoHarnsgy.
44. | TEHCYNIHH cycneHsis gns BIOTOH C.A. Monbwa BUPOGHUK, Monbwa BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/1016/01/01
iH'ekyii, 100 O4/mn; BiAnNoBigabHU mMartepianis: yTOUHEHHSI HanUCcaHHsA peyenmom
nol0mny 3a ynakoBKu B Hakasi MO3 YkpaiHu
CKNAAHOMY (D/1aKOHi; BMPOGHMLITBO, Ne 1181 Big 08.07.2024 B npoueci
no 1 cpnakoHy B nepBuHHE i BHECEHHSA 3MiH (3MiHY | Tuny - 3MiHn
KapTOHHI nayui; no BTOPUHHE LoAo 6e3snekn/edpeKTBHOCTI Ta
3 M1 B KapTPULXI; nakyBaHHs, thapmakoHarnsgy. 3miHa y KopoTkili
no 5 kapTpuaxis y KOHTPO/b Ta XapakTepucTuL nikapcbkoro 3acoby,
6nictepi; no 1 BUMYCK Cepii: TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
6nictepy B BIOTOH C.A,, MeAMYHOro 3acTocyBaHHA Ha nigcrasi
KapTOHHI nauj Monblya perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
BUPOGHMK, JocnimkeHb 3 6e3nekn 3acToCyBaHHs
BiAnNoBigabHUI nikapcbKoro 3acoby B
3a KOHTPO/1b nicnspeecTpauiiHuii nepiog, abo sk
cepii: pesynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
IHCTUTYT npoBefeHux BiANoBigHO A0 NnaHy

BioTexHonorii Ta
AHTNGIOTKKIB,
MonbLa

negiatpuyHux gocnigxexn (PIP)
(3MiHY y3rof>X€HO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom). 3MiHu
BHECEHO B iHCTPYKL,i0 AN1S MeANYHOro
3aCTOCyBaHHSA fikapcbkoro 3acoby Ao
po3ainis "OcobnmBoCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHS
Ta ao3un” Ta "MNob6iyHi peakwi”
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
BiNOBIAHO 4O OHOBNEHOI iHChopMaLi
LLOA0 6e3nekn 3acToCyBaHHS Ajiroyoi
PeYOBMHM 3riAHO 3 pekoMeHAAaLliEe0
PRAC. BBefieHHS 3MiH NpOTArom 6-1u
MiICALIB MiCNSA 3aTBEPAKEHHS).
Pepakuis B Hakasi - no 10 mny
hnakoHi; no 1 ch1akoHy B KapPTOHHIl
nauuj; no 3 M B KapTpuaxi; no 5
KapTpuaxis y 6nictepi; no 1 6nictepy
B KapTOHHIi1 nayui. BipHa pegakuis -
no 10 mn y cknsiHomy chnakoHi; no 1
chnlakoHy B KapTOHHI nauui; no 3
M1 B KapTpuaXi; no 5 KapTpuaxis y
6nicTepi; no 1 6nictepy B
KapTOHHIV nauui.
45. | TEP3YMA® niocpinizat ans CenntpioH Pecny6nik | KOHTPO/b SKOCTI, YropwmHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHnx 3a He niidnsieae UA/18100/01/01
KOHLeHTpary ans Xenskeap Ko., a Kopes BTOPUHHE Pecny6nika martepianis: 3miHu | Tuny - peyernmom
pPO3UnHYy AN nta nakyBaHHs: Kopes AJMiHICTpaTVBHI 3MiHW. 3MiHa Koy
iHcpysiiA, no 150 wmr; 3AT ATX - 3MiHN BHECEHO A0 iIHCTPYKL,i
1 chnakoH (3 dapmaLleBTUYHN 0151 MeANYHOro 3acTOCYBaHHS
niodpinizatom) 3 1 3aBog ETIC, nikapcbKoro 3acoby A0 po3ainy
6e36apBHOro ckna, YropLmHa "PapmakoTepanesTuHa rpyna. Kog,

3aKynopeHuit
npo6koto Ta
KOBMAYKOM TUMy
"flip-off"B Kopobui

BMPOGHMLTBO in-
bulk, nepsuHHe
nakyBaHHs Ta
36epiraHHs,
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI,
TecTyBaHHS npu
BUMNYCKy cepil,
BMNYCK Cepil:
CENNTPIOH
IHK., Pecny6nika
Kopes

KOHTPO/Ib SIKOCTI,
TecTyBaHHSA nNpu
BUNYCKY cepii:
CE/NNTPIOH
IHK., Pecny6nika
Kopes

ATX." 3aTBepaxeHo: IHLWi
aHTMHeOoN1acTUYHiI 3acobu.
MoHoKoHanbHI aHTuTINa. Kog ATX
LO1XCO03. 3anponoHoBaHo:
AHTUHEONNAaCTNYHI Ta
iMmyHOMOZYNtoKo4i 3ac06M.
AHTMHeonNacTUyHi 3acobu.
MoHok/ToHasIbHI aHTUTINa Ta
KOH'loraTu aHTuTINa 3 JTiKapCbKUM
3aco6om. IHribitopn HER2
(peuenTopis 2 enigepmMasnibHOro
thakTopa pocTy N0ANHN).
Tpacty3ymab. Kog ATX LO1FDOL.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepKeHHNA. 3MiHu | Tvny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpOTKili
XapakTepucTuL Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeANYHOro 3acTOCYBaHHSA
reHepuyHMX/ribpuaHnx/6ionodibHMX
nikapcbknx 3acobiB Nic/1s BHECEHHS
TiEl camoi 3MiHM Ha peddepeHTHUI
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
npenapar (3MiHa He noTpebye
HaZaHHS XOAHMNX HOBUX AOAATKOBUX
OaHnx) 3MiHU BHECEHO [0 IHCTPYKLl
AN MeAnYHOro 3acToCyBaHHsA
NiKapcbKoro 3acoby o posgainis
"3acTocyBaHHs y nepiog, BariTHOCTI
ab0o rogyBaHHsa rpyaar"” (BHeCeHHs
[04aTKOBMX 3aCTepexeHb), "3a4aTHiCTb
BMN/IMBATY Ha LIBWAKICTb peakuii npn
KepyBaHHi aBTOTpaHCcnopToM abo
iHWKMK mexaHiamamn”, "Mo6iyHi
peakuii* BignoBigHo Ao iHhopmawi
pethepeHTHOrOo /ikapcbKoro 3acoby
FEPUEMNTUH®, 1 ogHop030BMI
chnakoH 3 nioghinizatom MicTUTb
TpacTy3ymaby 150 mr. BBeAeHHS 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPMAKEHHS.
46. | TEP3YMA® niocpinizat ans CenntpioH Pecny6nik Jlikapcbkuli YropwmHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a He niidnsieae UA/18100/01/02
KOHLeHTparty ans Xenskeap Ko., a Kopes 3aci6: KOHTPONb Pecny6nika martepianis: 3miHu | Tuny - peyernmom
pPO3UnHYy AN nta AKOCTI, Kopes AJMiHICTpaTVBHI 3MiHW. 3MiHa Koy
iHcpy3iid, no 440 wmr; BTOPWHHE ATX - 3MiHN BHECEHO [0 iIHCTPYKL,i
1 donakoH (3 nakyBaHHs: 0N MeNyYHOro 3aCTOCyBaHHA
niodpinizatom) 3 3AT nikapcbKoro 3acoby A0 po3ainy
6e36apBHOro ckna, PapmMaueBTUYHN "apmakoTepanesTnyHa rpyna. Kog,
3aKynopeHuit  3aBog ETIC, ATX." 3aTBEpXEHO: IHLLI
npobkoto Ta YropLyHa; aHTMHeOoN1acTUYHiI 3acobu.
KOBNa4kom Tuny MoHokoHanbHI aHTuTINa. Kog ATX
"flip-off" Ta no 20 mn Jlikapcbkuli LO1XC03. 3anpornoHoBaHo:
PO3YMHHVMKA 3acib: AHTUHEONNaCTNYHI Ta

(bakTepiocTaTnyHa
BoJa ANns iH'ekuiin 20
M/, WO MICTUTb
1,1% 6eH31N0BOro
cnupTy (K
aHTUMIKPOGHWA
KOHCepBaHT) Ta
BOAY ANS iH'EKLUIR) y
dhnakoHi 3
6e36apBHOro ckna,
3aKynopeHuit
npo6koto Ta
KOBMAYKOM TuMy
"flip-off*; no 1
h1aKoHY 3

BMPOBHULTBO in
bulk, nepsuHHe
nakyBaHHs Ta
36epiraHHs,
BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI,
TecTyBaHHS npu
BUNYCKyY cepii,
BMNYCK Cepil;
PO3YUHHUK:
BMPOGHULITBO in
bulk, nepsuHHe
nakyBaHHs Ta
36epiraHHs,

iMyHOMOZYNtoKo4i 3ac06M.
AHTMHeonNacTUyHi 3acobu.
MoHok/IoHasIbHI aHTUTINAa Ta
KOH'oraTu aHTuTINa 3 JTiKapCbKUM
3aco6om. IHribitopn HER2
(peuenTopis 2 enigepmMasnibHOro
thakTopa pocTy N0ANHN).
Tpacty3ymab. Kog ATX LO1FDOL.
BBefeHHA 3MiH NPOTATroM 6-Tu MicALiB
nicnsa 3aTBepKeHHNA. 3MiHu | Tvny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpOTKili
XapakTepucTuL Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHs
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
niocpinizatom Ta 1 BTOPWUHHE reHepuYHMX/ribpuaHnX/6ionodibHMX
donakoHy 3 nakyBaHHs, nikapcbknx 3acobiB Nicn1s BHECEHHS
PO3YMHHWKOM Y TecTyBaHHs npuv Tiei camoi 3MiHV Ha pedhepeHTHWi
Kopoobui BUNYyCKy cepii, npenapar (3MiHa He noTpebye
TecTyBaHHS HafaHHS XXOAHWNX HOBUX AOAATKOBMX
CTabisIbHOCTI: OaHnx) 3MiHW BHECEHO [0 IHCTPYKLT
CE/INTPIOH ON1A MeANYHOro 3aCToCyBaHHS
IHK., Pecny6nika NiKapcbKoro 3acoby o po3gainis
Kopes; "Oco6nMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTI
nikapcbkul abo rogyBaHHsA rpyaar0" (BHECEHHS
3aci6: KOHTPO/b [0[aTKOBUX 3acTepexeHsb), "3aaTHIiCTb
AKOCTI, BM/IMBATU Ha LUBUAKICTb peakuii npn
TeCcTyBaHHS npu KepyBaHHi aBTOTpaHCcnopToM abo
BWMNYCKY Cepil; iHWKMK MexaHi3mamu”, “Mo6iuHi
PO3YUHHUK: peaxuii” BignosigHo A0 iHhopmaui
TeCTyBaHHS pethepeHTHOrO /ikapcbKoro 3acoby
cTabinbHoCTI, FEPLIEMNTWVH®, 1 6aratogo3oBuii
TeCTyBaHHs npu hnakoH 3 niodinizaToM MiCTUTb
BWMNYCKy Cepil: TpacTty3ymaby 440 mr. BBeieHHS 3MiH
CENNTPIOH npoTArom 6-Tn MicAuiB micns
IHK., Pecny6nika 3aTBEPKEHHS.
Kopes
47. | TIAUUHTIA TabneTkn, BKpUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHnx 3a He niidnsieae UA/17455/01/02
MAiBKOBOKO "KNIBCbKWM "KNIBCbKWN matepianis: 3MiHn | TURY - 3MiHK 3 peuyenmom
060/10HKOI0, Mo 20 BITAMIHHUIA BITAMIHHW [KocTi. [0TOBWIA Nikapcbkuii 3aci6.
mr, no 10 TabneTok 3ABO4" 3ABO4" CT1abinbHicTb. 3MiHa y TepMiHax

y 6nicTepi; no 3
6nictepu y nauui

npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO NiKapcbkoro 3acoby
(36iN1bLLEHHST TEPMIHY NPUAATHOCTI
roToOBOro fikapcbKoro 3acoby) - Ansa
TOProBoOi YNakoBKW (NigTBEPMHKYETLCA
[aHUMK peasibHOro yacy) -
36inbLUEeHHSA TEPMIHY NpUMAATHOCTI Y
3B'A3KY i3 OTPUMAHHAM MO3UTUBHUX
[aHuX LWoA0 [OCHiIKEHHS
CTabinbHOCTI y peasibHOMY vaci. [Jitoua
pepakuisf: TepmiH npuaaTHoCTI. 2
poku. MponoHoBaHa pefakuis: TepmiH
npugaTHoOCTi. 3 pokn. 3MiHN BHECEHO B
IHCTPYKUi0 4N MeguyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y
po3gin "TepMiH npuaaTHocTi".
BBefEeHHSA 3MiH NPOTAroM 6-Tn MicaLiB
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
nicns 3aTBepKeHHs.
48. | TIAUUHTIA TabneTkun, BKPUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiHnX 3a He nionsieae UA/17455/01/01
NNiBKOBOO "KNIBCbKWN "KUTIBCbKWUN marepianis: 3MiHu | TUNY - 3MiHK 3 peyenmom
060/10HKO10, Mo 10 BITAMIHHUIA BITAMIHHW sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
mr, no 10 TabneTok 3ABO[" 3ABOA" CT1abinbHicTb. 3MiHa y TepMiHax
y 6nicTepi; no 3 npugaTHocTi abo ymoBax 36epiraHHs
6nictepun y naJui; no roTOBOrO J1iKapCbKOro 3acoby
10 TabneTtoKy (36iNbLUEHHA TEPMIHY NpUAAaTHOCTI
6nictepi; no 6 roTOBOrO Jlikapcbkoro 3acoby) - Ans
6nictepis y nayui TOProBoi ynakoBku (NiATBEPAKYETHCA
[aHVMKn peanbHoro vacy) -
36inbLUEHHS TEPMIHY NpUAAaTHOCTI Y
3B'A3KY i3 OTPUMAHHAM NO3UTUBHUX
OaHuX LWoa0 AOCNIAKEHHS
cTabiNbHOCTI Y peasibHOMY 4aci. [itova
pefakuis: TepmiH npuaaTHOCTI. 2
poku. NponoHoBaHa pedakuis: TepmiH
npuaaTHoCTi. 3 POKU. 3MiHN BHECEHO B
IHCTPYKLiO 4N MeguyHoro
3acTOCyBaHHS NikapCbKoro 3acoby y
po3ain "TepMiH npugaTHOCTI".
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKEHHS.
49. | TNYTAMIHOBA | Tabnetku, BKpUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHmX 6e3 UA/6723/01/01
KUC/OTA NNiBKOBOO "KNIBCbKWM "KUIBCbKWN matepianis: 3MiHu | TUny - 3MiHK peyenma
060/10HKOH0, Mo 250 BITAMIHHUIA BITAMIHHW oo 6e3snekn/edpekTMBHOCTI Ta
mr; no 10 TabneTok 3ABO4" 3ABO4" thapmakoHarnagy (iHLwi 3MiHwn)
y 6nicTepi; no 3 OHOB/EHHSA TEKCTY MapKyBaHHs
6nicTepn B nauuj; no BTOPWHHOI YNaKOBKM JTiKapCbKOro
10 TabneTtoky 3acoby, a came: [y60BaHHSA TEKCTY
6nicTepax aHrNilicbko MOBOIO, & TakoxX y n.17.
IHLE BTOPWHHOT Ta NepBUHHOI
ynakoBOK oAaHo iHdhopMaLiito npo
noroTun 3asiBHUKa. TepMiH BBEEHHS
3MiH NpOTArom 6 MicsiyiB micns
3aTBEPMAKEHHS.
50. | AABI®OP® Kancysnu TBepgi no AT "dapmak” YkpaiHa BMPOBHULITBO, OmaH/ BHECEHHS 3MiH [10 peecTpavjiiiHnx 3a UA/19733/01/01
75 wr, no 10 kancyn nakyBaHHS, Icnanis/ maTepiaiB: yTOYHEHHA HanMCaHHA peyenmom
y 6nicTepi; no 6 KOHTPO/b cepii ManbTa BMPOGHUKIB B Hakasi MO3 YkpaiHu

6nicTepis y nauui

nikapcbKoro
3acoby:
OmaH
PapmacboTuKasl
MpopgaxTc Ko.
JI/1IC, OmaH;

Ne 1191 Big 09.07.2024 B npoueci
BHECEHHS 3MiH (3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa

HaliMeHyBaHHs Ta/abo agpecu micus

NPOBaKEHHS AiS/IbHOCTI
BMpo6HMKa/iMnopTepa rotosoro
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
KOHTPO/b cepii, nikapcbKoro 3acoby, BKIYaum
BWMNYCK cepil AiNbHULI BUNYCKy cepii abo micue
NikapcbKoro NPOBEEHHA KOHTPOJIIO SIKOCTI.
3acoby: (misnbHICTB, 3a AKy BigNOBILaE
ToBsa BMPOGHMK/IMNOPTEpP, He BKYaym
dapmacbloTikan BWMYCK Cepiii). 3MiHa HaliMeHyBaHHS
lOpon C.J1., Ta aipecu BUPOGHMKa Y 3B’A3KY i3
Icnanis; npuBEAEHHAM peecTpaLinHnx
KOHTpO/b cepil, [OOKYMEHTIB Y BiANOBIAHICTb A0
BUNYyCK cepii OHOBNEeHOro ceptudikaty GMP).
nikapcbKkoro Pepaxuisi B Hakasi - BUpo6HMLTBO,
3acoby: nakyBaHHS, KOHTPO b cepil
dapmagokc nikapcbkoro 3acoby: OmaH
Xernckea PapmacbioTukan Mpogakte Ko. N1/1C,
Nimitea, ManbTa OMaH; KOHTPOJ/Ib Cepii, BUNycK cepil
nikapcbkoro 3aco6y: TOBA
®APMACBLIOTIKAN FOPOIM C./1.,
IcnaHis; KOHTposb cepii, BUNycK cepil
nikapcbKoro 3acoby: ®apmagokc
Xenckea /4., ManbTa. BipHa
pepakuisi - BUPOGHULTBO,
nakyBaHHs, KOHTPO/b cepil
nikapcbKoro 3aco6y: OmaH
dapmacbloTukasn NMpopgakrc Ko.
NNC, OmaH; KOHTPO/b cepii, BUNYCK
cepii nikapcbKkoro 3aco6y: ToBa
®dapmacbtoTtikan FOpon C./1.,
IcnaHisi; KOHTPONb cepil, BUNYCK
cepil 1ikapCcbKOro 3acooy:
®Papmagokc Xenckea flimitep,
ManbTa
51. | AOABIPOP® Kancynm Teepai no AT "®apmak” YkpaiHa BMPOBHULITBO, Oman/ BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/19733/01/02
110 wmr, no 10 nakyBaHHs, IcnaHis/ mMarepianis: YTOYHEHHS1 HanUCaHHs peyenmom
Kancyny énictepi; KOHTPO/b cepii ManbTa BUPOGHUKIB B Hakasi MO3 YkpaiHu

no 6 6nictepis y
navyi

nikapcbKkoro
3acoby:
OmaH
PapmacboTUKa
Mpopgaxrc Ko.
JIN1C, OmaH;
KOHTPO/b Cepii,
BUNYCK cepii
nikapcbKkoro
3acoby:
Tosa

Ne 1191 Big, 09.07.2024 B npoueci
BHECEHHSA 3MiH (3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa

HallMeHyBaHHs Ta/abo agpecu Micus
NpoBaKeHHS AiA/IbHOCTI
BMpO6HMKa/iMnopTepa rotToBoro
niKapcbKoro 3acoby, BKAYaum
OinbHULI BUMYyCKy cepii abo micue
NpOBeEHHS KOHTPOJIIO SKOCTI.
(BisnbHICTb, 3a SKy BignoBigae
BUPOGHMK/IMNOpTEp, He BKYaum
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
PapmacbloTikas BWMYCK cepiii). 3MiHa HaliMeHyBaHHSsI
tOpon C.11., Ta agpecu BUPOGHMKa Y 3B’A3KY i3
Icnanis; npuBEAEHHSAM peecTpaLiiHnx
KOHTPO/b cepii, [OKYMEHTIB Y BiAMNOBIAHICTb A0
BWMNYCK cepil OHOB/IEHOro cepTudikaty GMP).
nikapcbKoro Pepakuisi B Hakasi - BUpOOHULTBO,
3acoby: nakyBaHHs1, KOHTPO/b cepil
dapmagokc nikapcbkoro 3acoby: OmaH
Xenckea PapmacboTukan Mpogakrc Ko. J11C,
NimiTen, Manbta OMaH; KOHTPOsIb cepii, BUNycK cepii
nikapcbkoro 3acoby: TOBA
SAPMACBLIOTIKAM KOPOIM C.11.,
IcnaHis; KOHTPOb cepii, BUNYycK cepil
nikapcbKoro 3acoby: ®apmagokc
Xenckea /1ta., ManbTa. BipHa
peAakuifa - BApPOGHULTBO,
nakyBaHHS, KOHTPOJb cepil
nikapcbKoro 3aco6y: OmaH
dapmacbloTukan NMpopakrc Ko.
NNC, OmaH; KOHTPO/b cepii, BUNYCK
cepii nikapcbkoro 3aco6y: ToBa
®dapmacsbtoTikan FOpon C.J1.,
IcnaHifa; KOHTPONb cepii, BUNycK
cepii NlikapcbKOro 3acooby:
dapmagokc Xenckea Jlimitea,
ManbTa
52. | AABI®OP® Kancynu Teepgi no AT "®apmak” YkpaiHa BMPOGHMLITBO, OwmaH/ BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/19733/01/03
150 wmr, no 10 nakyBaHHs, Icnanis/ mMartepianis: yTOUHEHHSI HanUCaHHA peyenmom
Kancyny énicrtepi; KOHTPO/Ib cepii ManbTa BUPOGHUKIB B Haka3i MO3 YkpaiHu

no 6 6nictepiB y
nauui

nikapcbKoro
3acoby:
OmaH
dapmacbloTUKan
Mpopaxrc Ko.
NNC, Oman;
KOHTPO/b cepii,
BUNYCK cepii
nikapcbKoro
3acoby:
ToBa
dapmacboTikas
tOpon C.J1.,
Icnanis;
KOHTPO/b Cepii,
BUNyCK cepil

Ne 1191 Big 09.07.2024 B npoueci
BHECEHHSA 3MiH (3MiHu | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa

HalilmeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHSA AiS/IbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
NikapcbKoro 3acoby, BKIo4aum
LOinbHUL BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPO/IHO SKOCTI.
(misnbHICTB, 3a AKy Bignosigae
BUPOGHMK/IMNOPTEP, HE BKIOYaum
BWMYCK Cepiit). 3MiHa HaliMeHyBaHHS
Ta afpecy BUPOOHMKa Y 3B'A3KY i3
nprvBeAEeHHAM peecTpavLinHnx
[OKYMEHTIB Y BIANOBIAHICTb A0
OHOBJIEHOrO cepTudikaty GMP).
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n/n

JliKapCbKO20
3acoby

dopma surnycky

(nikapcbka ¢hopma,

ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o

53.

AABIDOP®

nikapcbkoro
3acoby:

dapmagokc
Xenckea

Nimitea, ManbTa

Pepaxuis B Hakasi - BUpO6HULTBO,
nakyBaHHs, KOHTPO/b cepil
nikapcbKkoro 3acoby: OmaH

dapmacbioTrkan MNMpogakte Ko. /1/1C,
OMaH; KOHTPO/Ib Cepii, BUNYCK cepil
nikapcbkoro 3acoby: TOBA

®APMACBIOTIKAM KOPOM C.11.,

Icnanis; KOHTponb cepii, BUNYyCK cepil
nikapcbKkoro 3acoby: Papmagokc
Xenckea /lTa., ManbTa. BipHa
peAakuisa - BApPOGHULTBO,
nakyBaHHS, KOHTPOJb cepil
nikapcbKoro 3aco6y: OmaH
®dapmacbloTukan Mpopgaxrtc Ko.
NNC, OmaH; KOHTpOJIb cepil, BUNycK
cepii nikapcbKkoro 3aco6y: ToBa
®dapmacbtoTikan FOpon C.J1.,
IcnaHif; KOHTPO/b cepii, BUNYycK
cepil NikapcbKOro 3acooy:
dapmagokc Xenckea Jlimiteg,
ManbTa

nocBi04Y€eHHs1

Kancynv TBepai no
110 mr, no 10
Kancyn y énicrepi;
no 6 6nictepis y
nauu,i

AT "dapmak”

YKpaiHa

BMPOBHULITBO,
nakyBaHHs,
KOHTPO/b cepii
nikapcbKkoro
3acoby:
OMAH
SAPMACBIOTIK
AN NPOJAKTC
KOMIMAHI NNC,
OmaH

KOHTPO/b cepii,
BUNYCK cepii
nikapcbKkoro

3acoby:
ToBa
dapmacbloTikan
tOpon C.J1.,
Icnanis

KOHTPO/b cepii,

Owman/
IcnaHis/
ManibTa

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianiB: yTOYHEHHA HanMcaHHsA
Ha3BU 3asiBHMKa B Hakasi MO3
YkpaiHu Ne 1191 Big 09.07.2024 B
npoueci BHeCEeHHA 3MiH Ta cTartycy
peknamyBaHHA (3MiHU | TUny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NpoBaPKeHHS AiA/IbHOCTI
BMpO6HMKa/iMnopTepa rotToBoro
niKapcbKoro 3acoby, BKAYaum
OinbHULI BUMYyCKy cepii abo micue
NpOBeEHHS KOHTPOJIIO SKOCTI.
(BisnbHICTb, 3a SKy BignoBigae
BMPOGHUK/iIMNOPTEP, BK/IKOYAKOUM
BMNYCK Cepiil) 3MiHa nponucy Ha3su Ta

3MiHa afpecu 3aTBepAKeHOro
BMpo6HMKa TOBA ®APMACBIOTIKAS
KOPOIM C.J1., IcnaHis (cTtano: Tosa
dapmacsbtoTikan Fopon C.J1., Icnaxis),
BiANoBi4a/IbHOIO 3a KOHTPOJ/Ib cepii,

BUNYCK cepii BMNYCK Cepii Nikapcbkoro 3acoby, 6e3
nikapcbKkoro 3MiHW MiCLS BUPO6HMLITBA. 3MiHK
3acoby: BHECEHi y po3ainun "BUpo6HKK" Ta

3a
peyenmom

He
nionsieae

UA/19733/01/02
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
dapmagokc "Micue3HaxoxeHHs BUPOGHMKa Ta
Xenckea noro agpeca Micus NpoBafKEHHS

NimiTeq, ManbTa

[ISNbHOCTI" B IHCTPYKLit0 ANns
MeAMYHOro 3acToCyBaHHsA (41
BMPO6HUMKa ToBa dapmacbioTikas
tOpon C.J1., IcnaHist) Ta ik HacnNifokK -
Bi4NOBIAHI 3MiHW Y TEKCTI MapKyBaHHS
yMakoBKM NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB
nicns 3aTBepKeHHN. 3MiHu | Tvny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHSA AiSNIbHOCTI
BMpPO6GHMKa/iMnopTepa rotToBoro
nikapcbKoro 3acoby, BkIoUaun
LOinbHUL BUNYCKY cepii abo micue
NPOBELEHHS KOHTPO/IHO SKOCTI.
(misnbHicTb, 3a AKy BignoBifae
BMPOGHUK/IMNOpTep, BKIOYa0UU
BWMYCK Cepiii) 3MiHa Ha3Bu Ta
YTOUYHEHHS afipecy 3aTBepKeHoro
BMpobHUKa ®apmagokc Xenckea /114.,
ManbTa (cTano: Papmagokc Xenckea
Nimiten, ManbTa), BiANOBIAA/ILHOIO 3a
KOHTPO/b cepil, BUNycK cepii
nikapcbkoro 3acoby, 6e3 3miHu Micus
BMPOGHMLTBA. 3MiHN BHECEHI Y
po3ainu "BupobHuk" Ta
"MicLe3HaxomkeHHs! BUPOGHMKa Ta
oro agpeca Micus NpoBaKeHHS
LiSNbHOCTI" B IHCTPYKLit0 ANns
MeAMNYHOro 3acToCyBaHHs (415
BMPOGHUKa PapMagokc Xenckea
NimiTen, ManbTa) Ta K HacNigoK -
BiANOBIAHI 3MiHW Y TEKCTi MapKyBaHHS
YMakKoBKM NiKapCbKoro 3acoby.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepmXkeHHs. 3MiHu | Tuny -
3MiHu 3 sKoCTi. FOTOBMIA NiKapCbKNii
3aci6. Onuvc Ta cknag. 3miHa abo
[oaBaHHA LWTamnis, NOTOBLLEHb abo
HLLMX MapKyBaHb, YK/TH04AK0uM 3aMiHy
a6o pgopasaHHA hapb ana
MapKyBaHHS MikapcbKoro 3acoby
(3MiHa WTamnis, NOTOBLEHb 260
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

HLLIMX MapKyBaHb) 3MiHa onucy
30BHILIHLOrO BUMMIAAY Karcyn, a came
3MIHIOETLCS HANWUC Ha Kopnyci kancynm
4N Kpawol igeHTudikauii M13. 3miHn

BHECEHO B po3gin "OCcHOBHI hi3nko-
XiMiYHi BNacT1BOCTI" B IHCTPYKL,it0 ANA
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby. BBeeHHs 3MiH NpOTArom 6-Tu
MicAUiB nicnsA 3aTBepKeHHs. B Hakasi

NOMUIKOBO 6Y/10 3a3HaveHo 6ins

Ha3BW agpecy 3asiBHMKA. Pefgakuis B
Hakasi - AT "®apmak” YkpaiHa, 04080,
M. Kui, Byn. Kupunisceka, 63. BipHa

pepakuis - AT "dapmak"”, He
nignsirae

54.

AABIDOP®

Kancynv TBepai no
75 mr no 10 kancyn
y 6nicTepi; no 6
6nictepis y nauui

AT "®dapmak”

YkpaiHa

BMPOBHULITBO,
nakyBaHHs,
KOHTPO/b cepii
nikapcbkoro
3acoby:
OMAH
SAPMACBIOTIK
AN NPOJAKTC
KOMIMAHI NNC,
OmaH

KOHTPO/b cepii,
BUNYCK cepii
nikapcbKoro

3acoby:
ToBa
dapmacbloTikan
tOpon C.J1.,
Icnanis

KOHTPO/b cepii,
BUNYCK cepii
nikapcbKoro

3acoby:
dapmagokc
Xenckea
Nimiteq, Manbta

Owman/
IcnaHis/
ManibTa

BHECEHHS 3MiH [10 peecTpaLjiiiHnx
marepianiB: yTOYHEHHA HanMcaHHsA
cTatycy peknamyBaHHA Hakasi MO3
YkpaiHu Ne 1191 Big 09.07.2024 B
npoweci BHECEHHSA 3MiH (3MiHu | Tuny
- AOMiHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaumn
AiNbHULI BUNYCKy cepii abo micue
NpoBefeHHsI KOHTPOJTO AKOCTI.
(aisnbHICTb, 3a AKy BigNOBILaE
BMPOGHUK/IMIOPTEP, BKIKOYAKOUM
BMNYCK Cepiil) 3MiHa Nnponucy Has3su Ta
3MiHa afipecu 3aTBepXKEHOro
BMpo6Huka TOBA ®APMACBIOTIKAS
KOPOIM C.J1., IcnaHisa (cTtano: Tosa
dapmacstoTikan FOpon C.J1., IcnaHis),
BiANOBIAA/ILHOrO 3a KOHTPO/Ib Cepii,
BUMYCK Cepii nikapcbkoro 3acoby, 6e3
3MiHM MiCLA BUPOGHMLTBA. 3MiHU
BHECEHI y po34inn "BUpo6HMK" Ta
"MicLe3HaxomKeHHs1 BUpOGHMKa Ta
oro agpeca Micus NpoBaKeHHs
AiSNbHOCTI" B IHCTPYKL,it0 ANA
Me/JIMYHOro 3acToCyBaHHA (415
BMpo6HMKa ToBa PapmacbloTikas
tOpon C./1., IcnaHist) Ta sk HacnigokK -
BiZNOBIAHI 3MiHN Y TEKCTI MapKyBaHHs

3a
peyenmom

He
nionsieae

UA/19733/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

yNakoBKM NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 Micauis
nicns saTBepmkeHHs. 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micua
NPOBaKEHHS AiS/IbHOCTI
BMpO6HMKa/iMnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIUaum
OinbHULI BUMYyCKy cepii abo micue
NPOBeEeHHA KOHTPOJIIO SIKOCTI.
(aisnbHICTb, 3a SKy Bignosigae
BMPOGHUK/iIMNOPTEP, BKIKOYAKOUM
BUMYCK Cepiii) 3MiHa Ha3Bu Ta
YTOUHEHHS afpecy 3aTBEPAKEHOrO
BMpo6HUKa Papmagokc Xenckea /114.,
ManbTa (cTano: Papmagokc Xenckea
Nimiten, ManbTa), BiANOBIAAILHOIO 3a
KOHTPO/b cepii, BUMycK cepii
nikapcbKoro 3acoby, 6e3 3miHu Micus
BMPOGHMLTBA. 3MiHN BHECEHI Y
po3ginu "BupobHuk" Ta
"Micue3HaxoKeHHs BUPOGHMKa Ta
ioro agpeca micus NPOBaKeHHs
[ISNbHOCTI" B IHCTPYKLit0 ANs
MeAMYHOro 3acToCyBaHHsA (411
BMPO6HMKa PapmMagokc Xenckea
NiviTea, ManbTa) Ta Sk HacNigoK -
Bi4NOBIAHI 3MiHW Y TEKCTI MapKyBaHHS
yMakoBKM NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHNA. 3MiHY | Tvny -
3MiHu 3 sKoCTi. FOoTOBMIA NiKAPCbKN
3aci6. Onuvc Ta cknag,. 3miHa abo
[oAaBaHHSA LWTamnis, NOTOBLLEHb abo
iHLIMX MapKyBaHb, YK/O4aluy 3amiHy
abo gopgaBaHHA chapb ans
MapKyBaHHS JlikapCbKOro 3acoby
(3MiHa WwTamnis, NOTOBLLEHb a60
iHLUIMX MapKyBaHb) 3MiHa onvcy
30BHILUHBbOrO BUINIAAY Kancyn, a came
3MIHIOETBLCA HaMNMC Ha KOpNyci kancym
Ansa kpawoi igeHTudikauii MN13. 3MiHn
BHECEeHO B po3fin "OCHOBHI ¢hi3nKo-
XiMiYHi BNacT1BOCTI" B IHCTPYKLit0 AN1A
Me/AMYHOI0 3aCTOCYBaHHSA NikapCbKoro
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu
MICALIB MiCNSA 3aTBEPAKEHHS).
Pepakuis B Hakasi - iHhopmauis
BiACYTHI. BipHa pepakuis - He
nignsarae
55. | AOABI®OP® Kancynu Teepgi no AT "®apmak” YkpaiHa BMPOGHMLITBO, OwmaH/ BHECEHHS 3MiH 10 peecTpaLjiiiHnX 3a He UA/19733/01/03
150 wmr, no 10 nakyBaHHs, Icnanis/ martepianis: yTOUHEHHSI HanUCaHHsA peyenmom nionsieae
Kancyny énicrtepi; KOHTPO/Ib cepii ManbTa cTatycy peknaMmyBaHHA Hakasi MO3

no 6 6nictepiB y
nauui

nikapcbKoro
3acoby:
OMAH
SAPMACBIOTIK
AN MPOJAKTC
KOMMAHI NNC,
OwmaH

KOHTPO/b Cepii,
BUNYCK cepii
nikapcbkoro

3acoby:
Tosa
dapmacbloTikas
tOpon C.11.,
IcnaHis

KOHTPO/b cepii,
BUNYCK cepii
nikapcbKkoro

3acoby:
dapmagokc
Xenckea
Nimitea, ManbTa

YkpaiHu Ne 1191 Big 09.07.2024 B
npoueci BHeCEHHS 3MiH (3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHS AiSSIbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
NikapcbKoro 3acoby, BKI0Yaum
LOinbHULL BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPO/IHO SKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpTEp, BKIOYa0UU
BMNYCK Cepiil) 3MiHa Nnponucy Hassu Ta
3MiHa aApecu 3aTBepPAXEHOro
BUpo6HMKa TOBA ®APMACBLIOTIKAN
KOPOMM C.J1., IcnaHisa (ctano: Tosa
®apmacsioTikan KOpon C.J1., IcnaHis),
BiANoBiAa/IbHOIO 3a KOHTPO/Ib cepii,
BWMYCK Cepii nikapcbkoro 3acoby, 6e3
3MiHW MicLSt BUPO6HMLTBA. 3MiHK
BHECEHi y po34inun "BUpo6HuK" Ta
"MicLe3HaxomkeHHs1 BUpOGHMKa Ta
oro agpeca Micus NpoBaKeHHs
LiSiNbHOCTI" B IHCTPYKLit0 ANns
MeJMNYHOro 3acToCcyBaHHs (415
BMpOGHMKa ToBa ®apmachkioTikas
HOpon C.J1., IcnaHis) Ta Ak HacnigokK -
BiANOBIAHI 3MiHM Y TEKCTi MapKyBaHHS
yNaKkoBKM NiKapCbKOro 3acoby.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepmkeHHs. 3MiHu | Tuny -
AJMiHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaumn
AiNbHULI BUNYCKy cepii abo micue
NPOBeEeHHA KOHTPOJIKO SIKOCTI.
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

([isnbHICTB, 3a AKy BigNOBILaE
BMPOGHUK/iIMNIOPTEP, BKIKOYAKOUN
BWMYCK Cepiii) 3MiHa Ha3Bu Ta
YTOUYHEHHS afipecy 3aTBepKeHOro
BMpo6HUKa ®apmagokc Xenckea /114,.,
ManbTa (cTano: Papmagokc Xenckea
NimiTea, ManbTa), BignosigansHoOro 3a
KOHTPO/b cepii, BUNyck cepii
nikapcbKoro 3acoby, 6e3 3mMiHu micus
BMPOOHULTBA. 3MiHU BHECEHI Y
po3gainu "BupobHuk" Ta
"MicLe3HaxomkeHHs! BUpOGHVKa Ta
oro agpeca Micus NpoBaKeHHs
AiSNbHOCTI" B IHCTPYKL,itO ANA
MeAMYHOro 3acToCyBaHHA (A1
BMpobHUKa ®apmagokc Xenckea
Niviten, ManbTa) Ta Sk HAcNiAoK -
BiANOBIAHI 3MiHM Y TEKCTi MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 Micauis
nicns saTBepmkeHHs. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBMIA NikapCbKuii
3aci6. Onuc Ta cknag. 3miHa abo
[ofaBaHHA LTamnis, NOTOBLLEHb abo
HLIMX MapKyBaHb, YK/O4alouy 3amiHy
abo gopasaHHA thapb ans
MapKyBaHHS MikapcbKoro 3acoby
(3MiHa WTamnis, NOTOBLLEHL 260
HLUMX MapKyBaHb) 3MiHa onucy
30BHILUHBbOrO BUIIAAY Kancys, a came
3MIHIOETBLCS HANWUC Ha Kopnyci kancynn
Ansa kpawoi igeHTudikaii M13. 3MiHn
BHECEHO B po3ain "OCHOBHI hi3nko-
XiMiYHiI BNacTMBOCTI" B IHCTPYKL,itO AN
MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby. BBegeHHs 3MiH NpOTArom 6-Tu
MiCAILiB NicNsa 3aTBePOAXKEHHS).
Pepakuis B Hakasi - iHdhopmauis
BiACyTHI. BipHa pegakuis - He
nignarae

56.

LEIACI-20

Tabnetkn, 0,150
mr/0,020 mr; no 21
Tabnetuiy énictepi;
no 1 6nictepy y
NlamiHoOBaHOMY

MaiinaH
Na6opatopi3s
Nimiten

IHais

MaiinaH
NabopaTopis
Nimiten

IHgis

BHECEHHS 3MiH [0 peecTpaLiiiHnX

mMatepianis: 3miHu | Tuny - 3MiHn

oo 6e3snekun/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuL,i Nikapcbkoro 3acoby,

3a
peuerimom

He nionsizae

UA/20315/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
nakeTi; no 1, 3 a6o 6 TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
NaMiHOBaHuX MeZMYHOro 3aCTOCyBaHHS Ha nigcTasi
nakeTiB y nayuj 3 perynsipHo OHOBJIOBAHOIO 3BITY 3
KapToHYy 6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/iIKEHD,
npoBefeHnX BigNoBiAHO 40 NnaHy
negiatpuyHux gocnipxkeHs (PIP)
(3MiHY Y3rof)keHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHM BHECEHO A0 IHCTpyKUii ans
MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby [0 po3ginis
"MpoTunokasaHHA", "B3aemopis 3
iHLIMMKM NikapcbkMKn 3acobamu Ta
iHWi BUAn B3aemopiii”, "OcobnnBocCTi
3acTocyBaHHA" BigNoBigHO A0
OHOB/IEHOI IHhopMaLii LWoao 6e3nekn
3aCTOCYBaHHS Ail040i PEYOBUHN.
57. | AENPATAN TabneTku AT "Apavep, Monbuwa BUPOBHULTBO Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a UA/17428/01/02
KMLLKOBOPO3UMHHI MO Papma” "rpaHynarty": AT marepianis: 3miHu | Tuny - 3miHn WwWogo |  peyernmom
60 mr; no 7 «Apamep, 6e3nekn/edheKTNBHOCTI Ta
Tabnetok y 6nictepi; dapma», hapmakoHarnagy (iHwi 3MiHn). 3MiHu
no 1 a6o 4 6nictepu MonbLa; BHeceHOo y n. 17. IHLWE Tekcty
Y KapTOHHI kopobui BUPOGHMLITBO MapKyBaHHS1 BTOPMHHOT yNakoBKu
"rpaHynarty": AT NiKapcbKoro 3acoby o0 3a3HauYeHHs
«Apavep, TeXHIYHUX KofiB Ta ddapmakogis.
Papma», BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
MonbLya; nicnsa 3aTBepKeHHs
BMPOBHULITBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
BMNycK cepii: AT
«Apamep,
Papma,
MNonbLia
58. | AE®PEHOPM Kancynu Teepgi no AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 10 peecTpavLinHnx 3a UA/5505/01/01
500 wr; no 10 "KNIBCbKWM "KNIBCbKN martepianis: 3MiHu | TUMy - 3MiHK peyenmom
Kancyn y énicrepi; BITAMIHHUIA BITAMIHHW Loao 6e3nekn/edpeKTMBHOCTI Ta
no 3 6nictepu y 3ABOJA" 3ABOJA" hapmakoHarnagy (iHwi 3miHn)

nauuj

OHOB/IEHHSA TEKCTY MapKyBaHHs
YNaKoBOK JiKapCbKOro 3acoby, a came:




70

Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
BWJIYYEHHS iHhopmalii, 3a3HaveHoT
POCIiCbKOIO MOBOIO; Ay60BaHHSA
TEKCTY MapKyBaHHA BTOPUHHOT
YNaKoBKMN aHrNiicbKO MOBOI;
fofasaHHa y n.17. IHWE BTOPUHHOT
yNakoBKM iHchopmaLlii mpo fiorotun
3asBHVKa. TepMiH BBEEHHS 3MiH
npoTArom 6 micsuis nicns
3aTBEPAKEHHSA
59. | AUMETUN®YM | kancynu TOB «TeBa YkpaiHa TeBa I13painb 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBWMIA 3a UA/20287/01/01
APAT-TEBA racTpope3nCTeHTHI YkpaiHa» dapmaueBTikan nikapcbkuii 3aci6. KOHTpob roToBOro peyenmom
TBEpAi, no 120 Mr no IHpacTpi3 T4, nikapcbKoro 3acoby (iHLi 3MiHN) -
14 kancyny 3MiHa y 3B'A3KY 3i 3MIHOI HOMepY
chnakoHi, no 1 Beepciii MeToauK BUNpobyBaHb
hn1akoHy y Kopobui (HomMep Bepcii 3MIHIOETbCA Yepes
BHECEHHS peflakLiiiHNX KOpEKLiii 6e3
3MiH B MeToAmMKax uu cneumdikauii) Ta
HOMepy cneuudikauii Yepes He3HauHi
pefaKuiiiHi 3MiHW.
60. | AUMETUNDYM | kancynu TOB «TeBa YKpaina TeBa I3painb 3MiHn | TMNy - 3MiHK 3 AKOCTI. FoTOBMIA 3a UA/20287/01/02
APAT-TEBA racTpope3nCTEHTHI YKpaiHa» $apmaueBTikan nikapcbkuii 3aci6. KOHTponb rotoBoro peyenmom
TBEpPAi, no 240 wr, IHpacTpi3 T4, NikapcbKoro 3acoby (iHLi 3MiHK) -
no 60 kancyny 3MiHa y 3B'A3Ky 3i 3MiHOK HOMeEpY
dhnakoHi, no 1 Beepciii MeToauK BUNpoGyBaHb
hnaKoHy y KopoobLi (Homep Bepcii 3MIHIOETLCA Yepe3
BHECEHHS pefaKuiiHnX Kopekuiii 6e3
3MiH B MeTOoAmMKax uv cneumdikauii) Ta
HoMepy crneundikauii yepes He3HauHi
peaakLiiHi 3MiHK.
61. | AJNDEPENIH® NOpPOLLOK No 22,5 Mr INCEH PpaHuis B1po6HMLTBO, Lseiiuapis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux 3a UA/9454/01/02
Ta PO3YUHHUK AN PAPMA nepsuHHe ®paHuia/ marepianis: 3miHu | Tuny - 3miHu peyenmom
cycnexsii gns nakyBaHHs1, HimeuunHa Loao 6e3nekn/edpeKTBHOCTI Ta
iH'ekujn 3 KOHTPO/b AKOCTI hapmakoHarnsagy (iHwi 3miHn) 3MiHu
NPOJIOHrOBaHUM Ta BHECEHI Y TEKCT MapKyBaHHS
BUBINIbHEHHAM; 1 BUNPOOYBaHHA NMepBUHHOT YNaKoBKM iKapCbKOro
hNakoH 3 NOPOLLKOM Ha CTabiNbHICTb: 3acoby B n.4. «[lata 3akiHYeHHs
Y KOMNJIEKTi 3 MOPOLLIOK: TepMiHy NpuaaTHocTi», N.6. «IHLWE»
PO34YMHHKKOM (BOAA [Ne6iodapm Tan.17. «IHWE» BTOPUHHOI ynakoBKu.
ANs iH 'exuiid) no 2 Picepu eHp,
mn B amnyniNe 1, 1 MaHyhakuypuHr TepMiH BBE[IEHHS 3MiH - NPOTArom 6
6nictepom, o CA, MiCALIB MiCNSA 3aTBEPKEHHS
MicTUTb 1 Wwnpu, Lseiiuapis;
ANA iH'ekuin Ta 2 Bnpo6HMUTBO,
iH'EKLiHI ronkn y nepBuHHE

KapTOHHI Kopoo6Lli

NnakyBaHHA Ta
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
KOHTPO/b AKOCTI:
PO3YMHHNIK:
CEHEKCI,
PpaHuis;
3IrepPIg,
XAMEJIbH
m6X,
HimeyuunHa;
BTopuHHe
nakyBaHHs Ta
BUMYCK Cepii:
INCEH ®APMA
BIOTEK,
PpaHuis
62. | ANXNOP-25 Tabnetkn no 25 mr; Inka IHAjA Inka IHAis BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a UA/16700/01/01
no 10 TabneTtok B Nab6opaTtopi3 Nab6opaTopi3 mMaTtepianis: 3miHu | TMny - 3MiHK peyenmom
6nictepi, no 3 Nimiteq nra. oo 6e3snekn/edhekTMBHOCTI Ta
6nicTepy B ynakosL,i thapmakoHarnsgy. BeegeHHs abo
3 KapTOHY 3MiHW [0 y3arasibHEHUX AaHnX Npo
cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa
YMOBHOBaXXEHOT 0Cco6bu,
BiANOBiAa/bHOI 3a 3AjACHEHHS
dhapmakoHarnsgy; KOHTaKkTHoi 0cobm 3
hapMakoHarnsay 3asiBHuka ans
3[jiCHEeHHs chapmakoHarnsgy B
YKpaiHi, AKW0 BOHA BiAMIHHA Bif
yMOBHOBaXXEHOT 0Co6Y,
BiANOBiAa/bHOI 3a 3AjACHEHHS
thapmakoHarnsgy (Bknyaroum
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-thaiina cuctemu
hapmakoHarnagy) 3miHa KOHTakTHOT
0cobu 3asBHVKa, BigNoBiAaIbHOT 3a
hapmMakoHarnag B YKpaiHi.
[itova pepakuisn: TxagaHi JaHienb.
MponoHoBaHa pepgakuis: CapaniHa
Onbra IBaHiBHaA.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHVKa, BigNoBiAaIbHOT 3a
hapmakoHarnsg B Ykpaii.
63. | AIADTY Kancynu no 50 mr, M. BioTtek T Benuka CTPANLIC IHAis BHECEHHS 3MiH 10 peecTpavLinHnx 3a He nionsieae UA/12182/01/01
no 10 kancyny BpuTaHis PAPMA MaTtepianis: 3miHu | Tuny - 3MiHn peyenmom
6nictepi; no 1 CAVEHC Loa0 6e3nekn/edpeKTMBHOCTI Ta




72

n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

6nictepy B nayui 3
KapToHYy

NIMITEL

hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHoO OHOB/HOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpuyHux gocnigxexsb (PIP)
(3MiHy Y3rof>X€HO 3 KOMMETEHTHNUM
YNOBHOB&XEHVIM OpraHoM)
3MiHN BHECEHO A0 IHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro
3acoby [0 po3giny "3acTtocyBaHHS y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaar” BiAnoBiAHO A0 OHOBNEHOT
iHhopmauii woao 6esnekn
3aCTOCYBaHHS Ail040i PEYOBUHN.

64.

DIADNY

Kancynu no 100 mr,
no 10 kancyny
6nictepi; no 1
6nictepy B nayui 3
KapToHYy

M. BioTek NiT4

Benvka
BpuTtaHis

CTPAWAC
DAPMA
CAMEHC
NIMITEL

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHoO OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3Mnekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBiAHO 40 nnaHy
negiatpuyHux gocnigpxeHs (PIP)
(3MiHY Y3rof)X€HO 3 KOMMETEHTHUM
YNOBHOB&XEHVIM OpraHoM)
3MiHV BHEeceHO A0 IHCTpyKUji ans
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro
3aco0by [0 po3giny "3acTtocyBaHHS y
nepiog, BaritTHocTi abo rogyBaHHs
rpyaar" BiANOBiAHO A0 OHOBNEHOI
iHchopmauii woao 6esnekn

3aCTOCYBaHHSA [ik040i pe4OBUHU.

3a
peyenmom

He nionsicae

UA/12183/01/01




73

n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

65.

DIADNY

Kkancynu no 150 mr
no 1 kancyniy
6nictepi; no 1
6nictepy B nayui 3
KapToHYy

M. BioTek NiT4

Benvka
BpuTtaHis

CTPAVAC
®APMA
CAVEHC
NIMITEQ

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHoO OHOB/HOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3 AOCAIIKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpuyHux gocnigxexsb (PIP)
(3MiHy Y3rof>X€HO 3 KOMMETEHTHNUM
YNOBHOB&XEHVIM OpraHoMm)
3MiHN BHECEHO A0 IHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby [0 po3giny "3acTtocyBaHHS y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaar” BianoBiAHO 4O OHOBNEHOT
iHchopmauii woao 6esnekn
3aCTOCYBaHHS Aik040i PEYOBUHU.

6e3
peyenma

He nionsicae

UA/12183/01/02

66.

AONOKCEH

TabneTkn, BKpUTI
nAiBKOBOO
060/10HKO0; Mo 10
Tabnetok y 6nictepi;
no 2 a6o 10
6nictepiB y
KapTOHHIA Kopoo6Li

€8Bpo
Naiicpkep
MpaiiBiT
Nimiten

IHAis

IHaoko Pemegic
Nimviten, HAjs;
anda
Nab6opaTopi3
Nt FOHIT 1,
IHAjsA

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHnx
marepianis: 3miHu | Tuny - 3MiHK WOA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHw)..
OHOB/EHHSI TEKCTY MapKyBaHHS
NEepBUHHOI Ta BTOPUHHOI YNakoBOK
nikapcbKoro 3acoby, a came:
[OMNOBHEHHSA po3AiniB "TepMiH
npugartHocTi®, "Aarta 3aKiH4eHHs
TepmiHy npugartHocTi”, "Homep cepii",
"Homep peecTpauiliHoro noceigyeHHs"
iHbopMmaLieto Npo HaHeceHHs
nepemMiHHMX AaHnX; BHECEHHS
iH(hopMaLii WoAo 1oroTuny 3asiBHUKA,
BUPOOGHMKA Ta KOHKpeTW3aList iHLLIOi
TeXHiYHOI IHhopMaLLiT; BHECEHHS
He3HayHWX pefakuiiHnx npasok no
TEKCTy.

TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MiCALIB MiCNs 3aTBEPKEHHS.

3a
peyenmom

UA/8051/01/01

67.

A0OP30MT

Kpansii OYHi, PO34UH;

EnEnCi

[pysis

K.T. Pomdchapm

PymyHis

BHECEHHS 3MiH 0 peecTpaLiiHNX

3a

UA/17872/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

nnoc

no 5 mn y chnakoHi-
KpanenbHuui Ta
KapTOHHIM navui

Pomdpapm
Komnawi
xopoxunsa

Komnani C.P.J1.

mMaTtepianis: 3miHu | TUNy - 3MiHK 3
akocTi. CepTtucpikaT BignosigHocTi/lE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkii
hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudiikata
BiNOBIAHOCTI 260 BUTyYEHHS
cepTtudpikaTa BiANOBIAHOCTI
€Bponelicbkinn hapmakonei: ans Adl;
ONs BUXIOHOTO
mMaTtepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMIKHOT
peyoBuHM (cepTudikart BiANOBIAHOCTI
€Bponeiicbkiin hapmakone) -
OHOBNEHWIt cepTUdikaT Bif yxe
3aTBEPKEHOr0 BUPOOHUKa MNogaHHa
OHOBJ/IEHOrO cepTudikara
BiANOBIAHOCTI EBpoNechkili
tapmakonei CEP 2011-015 - Rev 01
(3aTBepmxeHo: R1-CEP 2011-015 -
Rev 00) ans A®l Dorzolamide
hydrochloride Big Bxe 3aTrBepgxeHoro
BMpo6Huka INDOCO REMEDIES
LIMITED, India Ta, sik Hacnigok, Ha
[0aTOK [10 3aTBEPAKEHOIO
BMPOOGHMKA NPOMIXXHOrO NPOAYKTY ANS
BUpo6HMLUTBa AP| fop3onamigy
rigpoxnopugy Indoco Remedies
Limited, India BBOAWTbLCA HOBWIA
BUPOGHMK NPOMIKHOTO NPOAYKTY
TESLA CHEMICALS PRIVATE
LIMITED, India.

peyenmom

68.

AOP30MTUK
KOMBI EKO

Kpanni O4Hi, po3unH
20 mr/mn + 5 mr/imn
no 5 mn npenapary
y thnakoHi-
KpanenbHuui; no 1
ab6o 3 dpnakoHu B
KapTOHHIA Kopoo6Li

dapmaLesTuy
HWA 3aBOA
“NMONTIb®APM
A’ C.A.

MonbLwa

Pacgapm C.A.

Ipeuis

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3MiHu | TUNY - 3MiHK 3
[KocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULITBI. 3amiHa a60o
BBE/EHHS A0AAaTKOBOT AiNbHUL
BMPOGHMLTBA 15 YaCTUHM ab0 BCbOro
BMPOBHMYOro npoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWLUA, Ha AKil
npoBoAATbCA 6y Ab-5Ki BUPOOHMUI
cTagji, 3a BUHATKOM BUNYCKy cepii,
KOHTPO/O SIKOCTi Ta BTOPUHHOTO
nakyBaHHS AN5 CTEPUIbHUX

3a
peyenmom

He nionsicae

UA/18413/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

nikapcbknx 3acobis (BKIOYAOUN
BMPOGIEHi acenTUYHUM METOA0M),
KpiM nikapCbKnx 3acobis
6ionoriyHoro/iMyHoONOr4YHOr0
MOXOPKEHHS) 3aMiHa fiTbHUL
BMPOGHMLUTBa ANns M3 3
BapLuaBchkuii hapMaueBTUYHWIA
3aBog, Monbga AT, Monbla Ha
Padhapm C.A., I'peuis. MNepBuHHe
nakyBaHHs Bil6yBaeTbCA
6e3nocepegHbO nig Yac BUpobHMUTBA.
3amiHa AinbHYLi BUpo6HULTBA AN
N3. BBeAeHHA 3MiH NpOTArom 6-1m
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM |
TUny - 3MiHK 3 AKocTi. [oTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPO6HULTBI. 3amiHa abo BBEAEHHSA
[04,aTKOBOT AifIbHULL BUPOOHMLTBA
[ANS YacTnHW abo BCbOro BUPOBHNYOro
npoLecy rotToBoro Nikapcbkoro 3acoby
(ainbHULSA ON18 BTOPUHHOIO
nakyBaHHs1) 3amiHa [inbHuL
BTOPVHHOrO nakysaHHA a1 M3 3
BapLuaBcbkuii hapMaueBTUYHWIA
3aBog, Monbgha AT, Monblya Ha
Padhapm C.A., I'peuis. BBegeHHsA 3MiH
npoTArom 6-T1 MicAuiB micnsa
3aTBEpMKEHHSA. 3MiHN | TUNy - 3MiHK 3
AKOCTi. [0TOBWIA NikapcbKnin 3aci6.
3MiHN Yy BUPOGHMUTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTbCA
BUMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa
ab0 fofaBaHHA BUPOOHUKA, L0
BiANOBIAAaE 3a BBE3EHHA Ta/abo
BMMYCK cepii) - Bkntovatoun
KOHTPONb/BUNPOBYBaHHSA cepii. 3amiHa
BMPOGHMKA, LU0 BiANOBIAAE 3a BUMYCK
cepil, BK/O4aoun KOHTPOb cepii Ans
N3 3 BapLuaBcbkuii
thapmaueBTMyHMA 3aBog Monbha AT,
Monbuwa Ha Padapm C.A., I'peuist.
3MiHV BHECEHO B po3ainu "BUpobHuK"
Ta "Micue3HaxomKeHHs BUpObHMKa Ta
agpeca Micus NpoBapKeHHs ioro
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

LiSiNbHOCTI" B IHCTPYKLit0 ANns
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3aco0y y 3B'A3Ky 3 3aMiHOH
BMPOOHUKa, BiANOBIAa/IbHOTO 3a
BWMYCK Cepii, Ta K HacNifoK -
BiANOBIAHI 3MiHM Y TEKCTi MapKyBaHHS
yNakoBKM NiKapCbKoro 3acooby.
BBefeHHs 3MiH NpoTArom 6-Tm Micauis
nicns saTBepmkeHHs. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBMIA NikapcbKuii
3aci6. 3MiHM y BUpoOHULTBI. 3MiHa
po3mipy cepii (Bkntovaroun gianasoH
po3Mipy cepil) roToBOro NikapcbKoro
3ac06y (36inbweHHsA go 10 pasis
MOPIBHSAHO i3 3aTBEPAXEHUM
po3mipom). 3aTBepmxeHo: 100 | (20
000 containers) 3anponoHoBaHo: 250 |
(50 000 containers). 3miHu | Tumny -
3MiHu 3 siKocTi. FoTOBMIA NikapcbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHW Y
npoveci BUpobHULTBA rOTOBOTO
niKkapcbKoro 3acoby, BKIYaum
NPOMDKHWUIA NPOAYKT, L0
3aCTOCOBYETHCSA MPU BUPOOHULTBI
roTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOOHULTBA). 3MiHW Y BUPOBHNYOMY
npoueci NoB'A3aHi 3 agantauyieto
3apeecTpoBaHOro BUPOGHNYOro
npotecy Bif Aito40i BUPOO6HUYOI
AinbHULUI Bapluascbkuii
thapmaueBTMyHMA 3aBog Monbha AT,
Monblua A0 NPONOHOBAHOT
BUPOGHMYOT ainbHuULi Pacdapm C.A. Ta
afanTauiero TeXHOOMYHOro
o6nagHaHHA 40 36iNbLLIEHOr0 Po3Mipy
cepii. HeaHauHi 3miHu B onuci
BMPOGHMYOro MpoLecy CTOCYHTLCS: -
aganTauii obnagHaHHA go
BUPOGHMYOro npoLiecy Ta Ao
36iNbLUEHOro po3Mipy cepil, -
onTuMmiI3aLisa npoLecy NpuroTyBaHHA
PO34KMHY rigpokcieTnnuentonosun (gani
HEC), B pe3ynbTaTi 4oro
3anponoHoBaHo 15% Hagnuwok HEC
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

0151 NOBHOTO Aiana3oHy cneuudikauii
ons HEC, - aganTauis napameTpis
npurotyBaHHs bulk posunHy no
obnagHaHHA Ta 40 36i1bLeHoro
po3mipy cepii (4ac nepemillyBaHHs Ta
Temneparypa npurotysaHHs HEC,
Temnepartypa OXONOKEHHS Nicns
crepunisauii HEC, yac 3miwyBaHHS
KIHLLeBOr0 PO34KMHY); - YTOYHEHHS Yacy
i TemnepaTypyv NpoLecy po34NMHEHHS
IHLUMX KOMMOHEHTIB, - KOPUTyBaHHS
yacy BUTpUMKHY (He GinbLue 36 roaviH),
- TOYHiLe BU3HAYeHHA Temnepartypu
3MiLLyBaHHS KiHLEBOrO PO34uHY, -
BU3HAYEHHS 3arasibHOro yacy
HarnoBHEHHA hN1aKoHIB, - onNuc
BMPOBHMYOro NpoLecy afanTtoBaHo i
[AeTanizoBaHo. BHeceHi 3MiHM g0
NPONOHOBAHOro BUPOGHMYOTO MpoLiecy
BBaXAOTbCSA HE3HAYHUMU, OCKINbKM
BOHW CNPSIMOBaHI BUK/TOYHO Ha
BNPOBaPKEHHSA BUPOBHNYOrO npoLecy
Ha HOBIV AinbHUL. 3MiHKn | TRy -
3MiHu 3 sKocTi. FOoTOBMIA NiKapCbKNii
3aci6. 3MiHM Y BUPOGHULITBI. 3MiHU
BMNPOGYBaHb abo AONYCTUMUX MEX,
BCTAHOBJIEHVX Y creumdikayisx, nig,
yac BMPOBHMLTBA FOTOBOTO
nikapcbKoro 3acoby (fofaBaHHs
HOBOro MeToAy BUNPOOYBaHHSA Ta
[0nycTUMUX MeXx). lonOBHEHHS
HOBOr0O MeToAy Ta AONYyCTUMUX MEX
BCTaHOBJIEHVX Y crneumdikayisx, nig,
yac BupobHuuTea N3, a came
nokasHuka Tuck dinbTpauii Ha eTani
MpurotyBaHHA po3uuHy |l, (BogHwMi
PO34MH), L0 06I'PYHTOBAHO
NOCUIEHHSAM KOHTPOJTH0 BUPOBHNYOro
npoLecy Ha HOBIl AinbHNLi Ta
o6nagHaHHi. 3MiHu | TUny - 3MiHKn 3
AKocTi. [0TOBWIA NikapcbKnin 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHN
BMNPO6YBaHb ab0 AOMYCTUMUX MEX,
BCTAHOBJIEHVX Y crneumdikayisx, nig,
yac BUPOGHMLTBA FOTOBOTO
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Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

niKapcbKkoro 3acoby (foaaBaHHSA
HOBOrO MeTofy BMNpobyBaHHA Ta
40nNyCTUMUX MeX). [lonOBHEHHS
HOBOrO MeTOoAY Ta AOMNYCTUMUX MEX
BCTAHOBJIEHVX Y crneumdikayisx, nig,
yac BupobHuuTBa 13, a came
nokasHuka Yac inbTpauii Ha eTani
MpurotyBaHHA po3uunHy |l, (BogHwWiA
pO34MH), WO 06I'PYHTOBAHO
NOCWNEHHSIM KOHTPOJI0 BUPOGHUYOTO
npoLecy Ha HOBIi AinbHNLi Ta
obnagHaHHi. HoBUiA NoKasHUK
nigTBEPLKEHO Nifg, Yac NpPoBeAEeHHS
BavlifaL,ii TEXHOMOrYHOro npovecy.
3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. Onuc Ta cknag.
3miHa y cknagi ([onoMiKHMX
peyoBMHax) roToBOro NikapcbKoro
3aco06y (iHLi LONOMIXHI peYOBUHM) -
3amiHa ofHi€l JONOMKHOT peYOBUHM
Ha iHLY 3 TUMW camyMu
ChYHKLIOHA/TbHUMU XapakTepucTikamm
Ta Ha TOMy camoMy piBHI. 3amiHa
OfHi€T LOMOMKHOI PeYOBUHM — BOAU
OUMLLLEHOI Ha iHLY — BOAW ON151 iH'EKLLlA
3 TUMK camyMu DYHKLLIOHaIbHUMM
XapakTepuctTukamu Ta Ha ToMy
camMoMy piBHi. 3MiHW BHECEHO B pPO34i/
"Cknag" (40NOMiKHI pe4yoBUHN) B
IHCTpYKLl0 ANs MeanyHOro
3aCTOCyBaHHS Ta K HAaCNifoK - y TEKCT
MapKyBaHHS! yNakoBKU NikapcbKoro
3acoby. BBegeHHs 3MiH NpOTArom 6-Tu
MicaLiB nicnsa 3aTBepAKeHHs. 3MiHn |
TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHUX PEYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
[ONYCTUMNX MEX 4151 AOMOMDKHOT
pevoBUHYU (BUyYEHHSA 3i cneumdikaLi
He3HayHoro nokasHuka (Hanpvknag,
3acTapinoro nokasHvka)). BunyueHHs
3i cneundikavii An1a AONOMKHOT
pevoBUHM (ri4POKCIETUNLLE/THONO03M)
HEe3Ha4yHOro MokKasHuka, a came 3
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
nokasHvika Mikpo6ionoriyHa uictoTa
BMAAATHCA NOKasHNKN CTadinokok i

TOIePaHTHi [0 XOBYi rpaMHeraTuBHi
6akTepii BiAnoBiAHO A0 YMHHOT
pegaxuii EP 2.6.13 kKOHTPO/b
nokasHukiB CTadinokok i ToniepaHTHNX
[10 XXOBYi rpaMHeraT1BHUX 6akTepiii He
BMMaraeTbcs. 3MiHu | Tuny - 3MiHn
Loao 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHK
BHECEHO Y TEKCT MapKyBaHHsI
BTOPVIHHOT yNaKoBKM NiKapCbKOro
3acoby (n.17). BBegeHHs 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHiCcTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO J1iKapCbKOro 3acoby (iHLi
3MiHM). 3MiHV A0 YMOB 36epiraHHs
N3, a came nicnsa BigkpuTTA /13,
(3aTBEPAKEHO: TEPMIH NPUAATHOCTI
nicnsa BigkputTa -90 gHis,
3anpornoHoOBaHo: TePMiH NPUAATHOCTI
nicns BigkpuTTA - 90 AHIB NpY
Temneparypi He Buwye 250 C). 3MiHn
BHECEHi B po3gin "YMoBu 36epiraHHs"
B IHCTPYKLitO 47191 MeANYHOr0o
3acToCyBaHHS NikapCcbKoro 3acoby, sk
HacnifokK - BiANOBIAHI 3MiHW Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby. BBeeHHs 3MiH NpOTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHM |
TUny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikauii Ta/abo
[0MyCTUMUX MEX rOTOBOr0
nikapcbKoro 3acoby (iHLwi 3MiHu).
3MiHM Mex ans n. OCMoNANbHICTb
BiZANOBIAHO [0 OPUTiHANBHMX
[LOKYMEHTIB peecTpaujiiiHoro focbe Ta
pedepeHTHOro npoaykty COSOPT ®
Kpanni ouHi, 3aTBepmAKeHO:

OcmonanbHicTb 240-320
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
MOCM/Kr,3anponoHOBaHO:
OcmonanbHiCTb 242-320 mOcM/Kr
69. | AYCTAPIH® Kancynu m'ski no 0,5 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/18478/01/01
mr; no 10 kancyn y "KNIBCbKWN "KUTIBCbKWN marepianis: 3miHu | Tuny - 3MiHu peuenmom
6nictepi; no 3 BITAMIHHUNIA BITAMIHHWIA o0 6e3nekn/etheKTUBHOCTI Ta
6nicTepy y nauui 3ABO4" 3ABOL", thapmakoHarnagy (iHwi 3miHu).
YkpaiHa, OHOBNEHHA TEKCTY MapKyBaHHA
(BMPOGHMLTBO 3 yMakoBOK /iKkapcbKoro 3acoby, a came:
npoAaykuii in bulk BW/IYYeHHs iHhopmalii, 3a3HaveHoT
"CAM CA", pOCiiCbKO MOBOIO; Ay61H0BaHHS
Ipeuis) TEKCTY MapKyBaHHA BTOPUHHOT
YNaKoBKM aHrNiicbKo MOBOIO;
[opasaHHA y n.17. IHWE BTOPUHHOI
ynakoBKM iHchopmaLlii mpo norotun
3asBHVKa. TepMiH BBeLeHHS 3MiH -
npoTarom 6 Micauis nicns
3aTBEPKEHHS.
70. | AYCTAPIH® Kancynu m'ski no 0,5 AT YkpaiHa AN CA peuis BHECEHHS 3MiH 10 peecTpaLiiiHnX - UA/18477/01/01
wmr in bulk: no 10 "KNIBCbKWI marepianis: 3MiHu | TUny - 3MiHU
Kancyny énicrtepi; BITAMIHHUIA oo 6e3snekn/edpekTMBHOCTI Ta
no 320 a6o no 1040, 3ABO4" hapmakoHarnagy (iHwi 3MiHn)
abo no 1120 BunyyeHHst 3 TEKCTY MapKyBaHHSA
6nicTepiB y Kopobu,i NEepPBMHHOIO NakyBaHHS iHdopMmaLii
poCilicbKoo MOBOI. TepMiH BBEEHHS
3MiH - NpPOTAromM 6 MicAuUiB nicns
3aTBEPAKEHHS.
71. | EBKACNPEN cnpeii HazanbHUiA CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHmx 6e3 UA/17018/01/01
1,0 mr/mn; no 10 mn YKpaiHCbKO- YKparHCbKO- marepianis: 3miHu | Tuny - 3miHu 3 peyenma
Y KOHTelHepi 3 icnaHcbke icnaHcbke akocTi. CepTtudpikaT BignosigHocTi/lE-
npo6koto- nignpueMcTBO nigNpPUEMCTBO cepTuduikat BiANoBiAHOCTI
po3nuoBayeM i "Cnepko "Cnepko €Bponeiicbkili
KPULLIKOHO 3 YkpaiHa" Ykpaina" thapmakonei/moHorpadii. NMogaHHs

KOHTpO/IEM NEepLLOro
BiAKpnTTA, No 1
KOHTelHepy y nayui
3 KapTOHY

HOBOro abo OHOB/IEHOro cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
AN5 BUXigHOrO
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCSA Y
BMPOOHULTBI ADI; Ans AONOMDKHOT
peyoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonel) -
OHoBEeHWIA cepTUdikar Bif yxe
3aTBEPAKEHOI0 BUPOBOHMKA, NOJaHHS
OHOBJIEHOr0 cepTudikaTy
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Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

BiANOBIAHOCTI EBpoNechkili
thapmakonei R1-CEP 2017-054-Rev
00 Big, 3aTBEPAXEHOr0 BUPOOHUKA
Predsiebiorstwo Innowacyjno-
Wdrozeniowe IPOCHEM Sp. Z o. 0.,
Poland gjtouoi pevoBuHU
KCuoMeTasoniHy rigpoxsiopus B
3B’A3KY 3i 3MIHOIO Ha3BU BUPOGHMKa
(3atBepmxeHo: RO-CEP 2017-054-Rev
00 Predsiebiorstwo Innowacyjno-
Wdrozeniowe IPOCHEM Sp. Z o. 0.,
Poland; 3anponoHoBaHo: R1-CEP
2017-054-Rev 00 WARSZAWSKIE
ZAKLADY FARMACEUTYCZNE
POLFA S.A. IPOCHEM BRANCH,
Poland).
3MiHn | TURY - 3MiHK 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l E-
cepTudikat BiANoBiAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOTO cepTudikaTa
BiAMNOBIAHOCTI @60 BUNYyYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ansa Adl;
A5 BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHULTBI ADI; ANs AONOMDKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonel) -
OHoBneHnn cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA, NOJaHHS
OHOBJIEHOrO cepTudikaTy
BiANOBIAHOCTI €BpONenchbkili
thapmakonei CEP 2017-054-Rev 01
Bif 3aTBEPKEHOr0 BUPOGHMKA
WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A.
IPOCHEM BRANCH, Poland gitoyoi
PEeYOBUHM KCMIOMETA30MiIHY
rigpoxnopug B 38’A3Ky 3i 3MiHOO
Ha3BW BNPOOHMKa (3aTBEpKeHO: R1-
CEP 2017-054-Rev 00
WARSZAWSKIE ZAKLADY
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Hassa

3asaBHUK

dopma surnycky Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
FARMACEUTYCZNE POLFA S.A.
IPOCHEM BRANCH, Poland;
3anponoHosaHo: CEP 2017-054-Rev
01 ZAKLADY FARMACEUTYCZNE
POLFA S.A,, Poland).
72. | EBKACNPEN cnpeii Ha3asTbHUiA, CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHnX 6e3 UA/18958/01/01
TYPBO [o30BaHuit 1,0 YKpPaiHCbKO- YKpPaiHCbKO- mMaTtepianis: 3miHu | TUNy - 3MiHK 3 peyenma
mr/mn, no 10 mny icnaHcbke icnaHcbke akocTi. CepTucpikaT BignosigHocTi/lE-
nosieTuneHoBoMy nignpueMcTBo nigNPUEMCTBO cepTuduikar BiANoBiAHOCTI
KOHTEliHepi 3 "Cnepko "Cnepko €Bponeiicbkii
Hacocom 3 YkpaiHa" Ykpaina" thapmakonei/MmoHorpadii. MogaHHsA

posnunoBadYem y
nauui 3 KapToHy

HOBOro abo OHOBMIEHOro cepTudikaTa
BiNOBIAHOCTI a60 BUYyYEHHS
cepTtudpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
[ONs BUXIAHOTO
MaTtepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPO6HULTBI ADI; Ana AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei) -
OHOBNEHWIA cepTUdikaT Bif yxe
3aTBEPAXEHOro BUPOOHMKa, NOAAHHS
OHOBJIEHOTO cepTudikaTy
BiANOBIAHOCTI €Bponeiichkili
thapmakonei R1-CEP 2017-054-Rev
00 Big, 3aTBEPAXEHOr0 BUPO6HUKA
Predsiebiorstwo Innowacyjno-
Wdrozeniowe IPOCHEM Sp. Z o. 0.,
Poland pgjtouoi pevyoBuHH
KCUAoMeTasoniHy rigpoxsiopus B
3B’A13KY 3i 3MiHOI Ha3BU BUPOGHYMKa
(3aTBepmxeHo: RO-CEP 2017-054-Rev
00 Predsiebiorstwo Innowacyjno-
Wdrozeniowe IPOCHEM Sp. Z o. o.,
Poland; 3anponoHoBaHo: R1-CEP
2017-054-Rev 00 WARSZAWSKIE
ZAKLADY FARMACEUTYCZNE
POLFA S.A. IPOCHEM BRANCH,
Poland).
3MiHn | TURY - 3MiHK 3 SKOCTI.
CepTudpikart BignosigHOCTI/lE-
cepTugikat BianoBigHOCTI
€Bponeiicbkiii
hapmakonei/moHorpadii. MogaHHs
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

HOBOro abo OHOBMIEHOr0 cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkii hapmakonei: ans Adl;
A5 BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI ADI; Ans AONOMDKHOT
peyoBUHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonel) -
OHoBneHnn ceptuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA, NOJaHHS
OHOBJIEHOrO cepTudikaTy
BiANOBIAHOCTI €BpONenchbkili
thapmakonei CEP 2017-054-Rev 01
Bif] 3aTBEPKEHOr0 BUPOGHMKA
WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A.
IPOCHEM BRANCH, Poland gitoyoi
PEeYOBUHM KCMIOMETA30MiIHY
rigpoxnopug B 38’A3Ky 3i 3MiHOO
Ha3BW BNPOOHMKa (3aTBEpKeHO: R1-
CEP 2017-054-Rev 00
WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A.
IPOCHEM BRANCH, Poland;
3anponoHosaHo: CEP 2017-054-Rev
01 ZAKLADY FARMACEUTYCZNE
POLFA S.A., Poland).

73.

E3O/NIOHI®

MOPOLLOK AN1A
PO34UHY AN1s1 iH'EKLiiA
abo iHdys3in no 40
mr; 1 a6o 10
dhnakoHiB 3
MOPOLLKOM Yy navi

OPTAHOCVIH
NAADCAEHC
N3 (E® 3ET I

OAE

BMPOGHMLITBO 3a
MOBHUM LMK/IOM:
Codgpapimekc —
IHaycTpia Kimika
e
dapmacbloTika,
C.A.

Moptyranis

BHECEHHS 3MiH 10 peecTpaLiiiHnX
mMatepianis: 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. BunyyeHHs
BMPOGHUYOI AinbHUL (BKIHOYAKUN
AinbHuui ans A®l, npomixHoro
NPOAYKTY abo roTOBOro NiKapcbKoro
3aco6y, AiNbHULI 4719 NPOBEAEHHS
nakyBaHHsl, BUPOGHUKA,
BiANOBIA&bHOrO 3a BUNYCK Cepiid,
MicLLle NPOBeAEHHSA KOHTPO/IIO cepil)
abo nocrtavasibHMKa BUXIAHOMO
martepiany, peareHty abo fOMOMKHOT
PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCHE)
BWJTyYEHHSI BUPOOHUYOT AiNbHULL
Hepo3acoBaHOro NPoAaykTy Ta
nepBUHHOro nakyeBaHHs JEBA XongiHr

3a
peyenmom

UA/17087/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

Eii. Ec., TypeuunHa (Deva Holding
A.S., Turkey). 3anuwaeTbes
3aTBEPAKEHUI BUPOBHIMK
Coghapimekc-lHaycTpia Kimika e
PapmacbioTika, C.A., MopTyranis.

74.

ECTASIN

TabneTku, BKPUTI
nNiBKOBOK
o60s10HKot0, Nno 10
mr, no 10 TabneTok
y 6nictepi, no 3 abo
6 6nicTepiB y
KapTOHHI ynakoBLi

Makneoac
PapmMacbioTuK
anc Nimiteq,

IHAjA

Makneogc
PapmMacboTUKan
¢ Nimiteq,

IHAis

BHECEHHS 3MiH 10 peecTpaLjiiiHnX
mMaTtepianis: yTOUHEHHSAl B HaKasi
MO3 Ykpainum Ne 1191 Big,
09.07.2024 ctaTycy peKknamyBaHHs
B npoueci BHeCEHHs 3MiH (3MiHu |
TMny - 3MiHKU WoA40
6e3nekn/edheKTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHoO OHOB/OBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
pocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpuyHux gocnigpxeHs (PIP)
(3MiHY Y3rof)X€HO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpraHoM) 3MiHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3ainu "Ocob6aMBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHA y nepiof BariTHOCTI
abo rogyBaHHs rpyaar”, "MobiyHi
peakuii” BignoBigHO A0 OHOB/IEHOT
iHchopmawii 3 6e3neku gitoyoi
peyoBMHW. BBEAEHHSA 3MiH MPOTAroM
6-TV MicALIB NiCNsA 3aTBEPLXKEHHS).
Pepakuis B Hakasi - He 6yno
3a3HauveHo. BipHa pepakuis - He
nignsrae.

3a
peyenmom

He
nionsieae

UA/19598/01/01

75.

ECTAS3IN

TabneTkun, BKPUTI
NAiBKOBOO
o060s10HKoI0, Mo 20
mr, no 10 TabneTok
y 6nictepi, no 3 abo
6 6nicTepiB y
KApPTOHHIN ynakoBLi

Makneogc
PapmacboTHK
anc Jlimiteq

IHAis

Makneoac
PapmacbioTuKasl
¢ Nliviteq,

IHais

BHECEHHS 3MiH 10 peecTpaLjiiiHnuX
marepianis: yTOYHEHHA B HakKasi
MO3 YkpaiHu Ne 1191 Bipg,
09.07.2024 cTaTycy peknamyBaHHs
B npoueci BHeECEHHA 3MiH (3MiHu |
TMny - 3MiHKU WoA0
6e3nekn/edekTUBHOCTI Ta

3a
peyenmom

He
nionsieae

UA/19598/01/02
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHoO OHOB/HOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpuyHux gocnigxexsb (PIP)
(3MiHy Y3rof>X€HO 3 KOMMETEHTHNUM
YNOBHOB&XEHVM OpraHoM) 3MiHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y
po3ainu "Ocob6aMBOCTI 3acTOCyBaHHSA",
"3acTocyBaHHs y nepiog, BariTHOCTI
abo rogyBaHHs rpyaar”, "MobiyHi
peaxuii” BignoBigHO A0 OHOB/IEHOT
iHchopmawii 3 6e3neku gjtoyoi
peyoBMHW. BBEAEHHSA 3MiH MPOTAroM
6-Tv MiCALIB NiCNA 3aTBEPLXKEHHS).
Pepakuis B Hakasi - He 6yno
3a3HauveHo. BipHa pepakuis - He
nignsrae.

76.

ETOBA-400

TabneTku, BKPUTI
NAiBKOBOO
060/10HKO0, 1Mo 400
Mr no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI ynakoBLi

Inka
Nab6opaTtopi3
Nimiteq

IHAjA

Inka
Nab6opaTopi3
nTa.

IHAis

BHECEHHS 3MiH 10 peecTpaLiiiHnX
maTtepianis: 3miHu | TMny - 3MiHK
LoAo 6e3snekn/edpeKTBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo
3MiHW [0 y3araslbHEHUX AaHnX Npo
cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0Cco6bu,
BiANOBiAa/bHOI 3a 3AjACHEHHSA
dhapmakoHarnsgy; KOHTaKkTHoi ocobm 3
hapMakoHarnsay 3asiBHuka ans
3[jiCHEeHHs chapmakoHarnsgy B
YKpaiHi, AKW0 BOHA BiAMIHHA Bif
YMOBHOBaXXEHOT 0Cco6bu,
BiANOBiAa/bHOI 3a 3AjACHEHHS
thapmakoHarnsgy (Bknoyaroum
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-daiina cuctemm

3a
peyenmom

UA/18038/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

thapmakoHarnagy) 3mMiHa KOHTakTHOT
0cobu 3asBHVKa, BigNOBIAaIbHOT 3a
hapmakoHarnsg B Ykpaii.

[Oitova pepakuisn: TxagaHi JaHienb.
MponoHoBaHa pegakuis: CapaniHa
Onbra IBaHiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CObM 3asBHUKA,

BiANoOBigaNbHOI 3a thapmakoHarnsag s

YKpaiHi.

77.

ETOBA-500

TabneTkun, BKpUTI
nAiBKOBOO
060n0HKot0, Mo 500
Mr no 10 TabneTok y
6nictepi; no 3
6nictepy B
KapTOHHI ynakoBLi

Inka
NlabopaTtopi3
Nimiteq

IHAis

Inka
Nab6opaTopi3
nra.

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo
3MiHW [0 y3arasibHEHNX JaHuX Npo
cuctemy chapmakoHarnsagy (BsefeHHs
y3arasibHeHNX JaHunx npo cuctemy
hapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobm 3
thapmakoHarnagy 3asiBHUKa gn1s
3[iliCHEeHHs1 chapmakoHarnaay B
YKpaiHi, AKLL0 BOHA BiAMiHHA Bif,
yMNOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnsgy (Bkaryaroum
KOHTaKTHi flaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy) 3miHa KOHTakTHOI
0Cco6u 3as1BHMKA, BiANOBiAA/IbHOT 3a
hapmakoHarnag B Ykpaii.
[itoua pepaxuin: Txagani laHiens.
MponoHoBaHa pepakuin: CapaniHa
Onbra IBaHiBHa. 3MiHa KOHTaKTHMX
OaHUX KOHTaKTHOI 0CO6M 3asiBHUKA,
BiANOBifa/IbHOT 3a (hapmakoHarnsg, B
YKpaiHi.

3a
peyenmom

UA/18038/01/02

78.

ETOMNO3UJ-
TEBA

KOHLeHTpaT Ans
pO34unHy Ans
iHdy3iid, 20 mMr/mn no
5wmna6o 10 mny
dhnakoHi; no 1
hnakoHy B
KapTOHHI KOPOOL;

TOB «TeBa
YKpaiHa»

YkpaiHa

dapmaxewmi b.B.

Higepnanamn

BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX

mMaTtepianis: 3miHu | Tuny - 3MiHK

Loao 6e3snekn/edpeKkTMBHOCTI Ta
hapMakoHarnsgy. 3mMiHn y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLiT Ans

MeJMNYHOro 3aCTOCYBaHHS

reHepUYHMX/ribpuaHnx/6ionoaibHMX

3a
peyenmom

He niidnsieae

UA/7277/01/01




Hassa
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n/n

JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

79.

EYO®INIH

nikapcbknx 3acobiB Nicns BHECEHHS
Tiei camoi 3MiHV Ha pethepeHTHWi
npenapar (3miHa He noTpebye
HafaHHSA XOAHWNX HOBMX A0AATKOBMX
OaHnx) 3MiHM BHECEHO B IHCTPYKLi0
[ANA MeAnYHOro 3acToCyBaHHsA
nikapcbKoro 3acoby fo po3ainis
"dapmMakosiorivyHi BnactusocTi"
(yTO4YHeHHs iHchopmawii),
"Moka3aHHsA"(YyTOYHEHHS iHdhopMaLiT),
"Oco6nuBi 3axogmn 6e3nekn”,
"B3aemogis 3 iHWMMU NiKapCbKuMu
3aco6amu Ta iHWi BUan B3aemogiii",
"Oco6/1MBOCTI 3acTocyBaHHs", "Cnoci6
3aCTOCYBaHHA Ta A4031"(yTOYHEHHS
iHdbopmauii), "Mepeno3syBaHHs",
"Mo6iuHi peakuii" BiANOBIAHO A0
iHchopmawii pedhepeHTHOro
nikapcbkoro 3acoby Etopophos,
KOHLEHTpAaT 4119 PO3UNHY A5 iH'EKLINA.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHs

PO34UH ANS iH'EKLN,
20 mr/mn; no 5 mn
abono 10 mnB
amnyni
nonieTuneHoBii; no
10 amnyn y nayui 3
KapTOHYy

TOB
"®APMACEN"

Ykpaina

TOB
"OAPMACEN"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHnX
martepianis: 3MiHu | Tuny - 3MiHK 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa po3mipy
cepii (BkIoYaoun gianaszoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby
(3meHLwWweHHs Ao 10 pasis) 3miHa
po3Mipy cepili roTOBOro NiKapCbKoro
3acoby, a came BBeEHHS
[04aTKOBOro po3mipy cepii 280 n, y
3B’A3KY 3 peecTpalielo 40AaTKOBOrO
nakyBaHHs ans 06'emy amnynu 10 mn
Ta 560 n ana o6'emy amnynu 5 mn.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepXeHHs. 3MiHu Il Tuny -
3MiHu 3 sKoCTi. FoTOBMIA NiKaPCbKMi
3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHuii 3aci6.
3MiHa po3mipy ynakoBkv roToBOro
nikapcbKoro 3acoby (3MiHa
Macwu/o6'eMy BMICTy KOHTeliHepa
6araTo030B0Or0 CTEPU/ILHOTO
nikapcbKoro 3acoby (abo

3a
peuerimom

He nionsizae

UA/20254/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

0/1HOZ,030BOr0, YaCTKOBOrO
BMKOPWCTaHHS) Ta 6aratof030B0ro
nikapcbKoro 3acoby
6ionoriyHoro/iMyHoONOr4YHOr0
NOXOMKEHHS AN NapeHTepasibHOro
3acTOCyBaHHS)
[ofaBaHHsA HOBOro 06'eMy NakyBaHHS,
a came no 10 mn B amnynax
nonieTuneHoBrx no 10 amnyn y nauui
(3arBepmKeHo: o 5 M B amnynax
nonietuneHosmx no 10 amnyn y
nauu,j), 3 BignoBigHMMU 3MiHaMU [0 p.
«YnakoBka» MK$ /13. 3MiHN BHECEHO
B IHCTPYKL,ilO 415 MeANYHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby B
po3zin "YnakoBka" y 3B'A3Ky 3i 3MiHOO
PO3Mipy ynakoBKw, SIK HACMigoK -
3aTBEPKEHHS TEKCTY MapKyBaHHS
[0AaTKOBMX YNaKoBOK /iKapCbKoro
3acoby. BBeeHHs 3MiH NpoTArom 6-Tu
MicsILiB Mmicnsi 3aTBEPAKEHHS.

80.

E®ABIPEH3

TabneTkn, BKpUTI
060/10HKO0, M0 600
Mr no 30 TabneTok y
naacTKoBOMy
KOHTeliHepi; no 1
naacTKoBOMy
KOHTEliHepy B
KapTOHHIM nayui

AypobiHao
dapma
Nimiteq

IHAis

AypobiHao
dapma JlimiTeq,
— tOHiIT I

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3acTOCYBaHHs
reHepuyYHUX/ribpuaHMx/6ionogibHmX
nikapcbkyx 3acobiB Micns BHECEHHS
Tiei camoi 3MiHV Ha pechepeHTHWI
npenapar (3miHa He noTpebye
HafaHHSA XOAHNX HOBUX A0AATKOBMX
naHnx) 3MiHM BHECEHO [0 IHCTPYKLUIT
[ONs MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3ginu
"MpoTunokasaHHA", "B3aemopis 3
iHLIMMKM NikapcbkMKn 3acobamu Ta
iHWi BMAn B3aemopiii”, "OcobnnBocCTi
3acTocyBaHHs", "3acTocyBaHHsA Y
nepiog, BaritTHOCTi abo rogyBaHHs
rpyaato”, "TobiuHi peakyii” 3rigHo 3
iHhopmaLieto WoA0 MeguyHoro
3aCTOCyBaHHS ped)epeHTHOro
nikapcbkoro 3acoby (SUSTIVA 600 mg

3a
peyenmom

He nionsicae

UA/6563/02/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
film-coated tablets).
81. | E®D®EIEN renb,no30rrentoy | lFangepma CA | Lseiiuapi [Nopatkosa KaHapa/ BHECEHHS 3MiH [0 peecTpavLjiiiHnX 3a UA/19737/01/01
POPTE KOHTeliHepi, no 1 A LinbHUUSA PpaHuin MaTepianis: TexHi4yHa nomunka (3rigHo peyenmom
KOHTEliHepy B 36epiraHHsa Ta Haka3y MO3 Big 23.07.2015 Ne 460),
KapTOHHI KOPOOL KOHTPOJIH0 SIKOCTI BunpaBneHHs1 TEXHIYHOI NOMWIIKK, Ska
ans 6yna gonyLeHa npw npoteaypi
LOCNiMKEHHA nepxasHoi peecTpauii (Haka3 MO3
CTabiNIbHOCTI: Ne2036 Big 10.11.2022), y po3gini
I MPOOAKLUH «Cneumdikauis» MKA /13
IHK. (I,
KaHaga;
B1po6HMLTBO,
nepBuHHe
nakyBaHHs,
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BUMYCK
npoayKLii:
NIABOPATOPII
FTANTOEPMA,
PpaHuis;
BTopuHHe
nakyBaHHS:
®APM ALIC,
PpaHuis
82. | EBPOPACT Kancynu m'ski, 200 €Bpo IHAis Onis Xenckep IHais BHECEHHS 3MiH 10 peecTpaLiiiHnX 6e3 nionseae UA/19195/01/01
KOMBI Mr/500 mr no 10 Naiicokep mMaTepianis: yTOUHEHHS cTaTycy peyenma
Kancyny énicrtepi; MpawsiT peknamyBaHHsA B Haka3i MO3
no 1 a6o no 2 Nimiteq YkpaiHu Ne 1191 Big 09.07.2024 B

6nictepu B
KapTOHHI KOPOOL;

npoueci BHECEHHA 3MiH (3MiHW | TUny
- AOMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiSNIbHOCTI
BMpO6HMKa/iMnopTepa rotToBoro
NikapcbKoro 3acoby, BKI0Yaum
AiNbHULI BUNYCKY cepii abo micue
NPOBEeHHA KOHTPOJIIO SIKOCTI.
(misnbHICTb, 3a AKy BignNoOBIgaE
BMPOGHUK/iIMNOPTEP, BKIOYAKOUM
BUMYCK cepili). 3mMiHa agpecu
BMPOGHMKa. Ha3Ba B1po6HMKa
3a/IMWAaETbCs 6e3 3MiH. 3MiHU
BHECEHO B iHCTPYKL,tO 4151 MELUYHOIO
3aCTOCYyBaHHSA Nikapcbkoro 3acoby y




Hassa

90

n/n

JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

83.

EBPODACT

po3ain «Micue3HaxoKeHHs
BMpPO6HMKa Ta agpeca Micus
NPOBaKEHHS Or0 AisIbHOCTI» 3
BiANOBIAHMMU 3MiHAMU Y TEKCTI
MapKyBaHHS! yNakoBKU NikapcbKoro
3aco6y. TepmiH BBEAEHHS 3MiH -
npoTarom 6 Micsuis nicns
3aTBEPLKEHHSA.3MiHW | TUNY - 3MiHK
Loao 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
OHOB/EHHSI TEKCTY MapKyBaHHS
NEepBUHHOI Ta BTOPUHHOI YNakKoBKu
nikapcbkoro 3acoby. TepmiH BBeleHHS
3MiH - NpOTArom 6 MicAuiB nicns
3aTBepaXeHHs). Pefakuis B Hakasi -
He nignsrae. BipHa peaakuis -
nignsrae.

CODTKAMNC

Kancynm m'ski, no
400 wmr; no 10
Kancyny énicrtepi;
no 1 a6o no 2
6nictepu B
KapTOHHI KOopoo6Li

€Bpo
Naiicokep
MpaviBiT
Nimiteq

IHAjA

Onis Xenckep

IHAis

BHECEHHS 3MiH 10 peecTpaLiiiHnX
martepianis: 3miHu | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHSA AiSNIbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
NikapcbKoro 3acoby, BKIo4aum
LOinbHULL BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPO/THO SKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpTEp, BKIOYa0UU
BWMYCK cepiil) 3miHa agpecu
BMPOGHMKa. Ha3Ba B1po6HMKa
3a/IMWAaETbCs 6e3 3MiH. 3MiHN
BHECEHO B iHCTPYKL,i0 AN1S MeANYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby
LLIOA0 MiCLLe3HaXOMKEHHS BUPOOHMKA
3 Bi4NOBIAHNMMN 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBK/ NiKapcbKoro
3acoby. TepMiH BBEEHHS 3MiH -
npoTArom 6 micauis nicns
3aTBepKeHHA. 3MiHU | TUnYy - 3MiHK
woao 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHKn
BHECEHO 10 TEKCTY MapKyBaHHs
NepBUHHOT YNakoBKM NiKapCbKoro
3acoby B n. 3. <HOMEP CEPII
JIIKAPCbKOI'O 3ACOBY», . 4.

6e3
peyenma

nionsieae

UA/19861/01/02




Hassa

91

n/n

JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o

84.

EBPODACT

Kancynm m'ski, no

€Bpo

«JATA 3AKIHYEHHA TEPMIHY
MPUBATHOCTI», n. 5.
«HAAMEHYBABHHSA BUPOBHUKA |,
3A HEOBXIOHOCTI — 3AABHUKA»,
n. 6. «IHWE» Ta oo Tekcty
MapKyBaHHS BTOPUHHOT yNakoBKM B .
8. «JATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI», n. 11.
«HAMEHYBABHHS |
MICLEESHAXOO>KEHHA
BUPOBHWKA TA/ABO 3AABHUKA»,
n. 12. <cHOMEP PEECTPAL|NHOIO
MOCBIAYEHHSA», n. 13. «<HOMEP
CEPII IKAPCbKOIO 3ACOBY», n.
17. «IHWE».
TepMiH BBEEHHS 3MiH - NPOTATOM 6
MiCALIB MiCNs 3aTBEPLKEHHS.

nocBi04Y€eHHs1

CODTKAMNC

200 wmr; no 10
Kancyny énicrtepi;
no 1 a6o no 2
6nictepu B
KapTOHHI KOopoo6Li

Naiicokep
MpaviBiT
Nimiteq

IHAjA

Onis Xenckep

IHAis

BHECEHO B iHCTPYKL,i0 AN1S MeANYHOro

BHECEHHS 3MiH 10 peecTpaLiiiHnX
martepianis: 3miHu | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHSA AiSNIbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
NikapcbKoro 3acoby, BKIo4aum
LOinbHULL BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPO/THO SKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpTEp, BKIOYa0UU
BWMYCK cepiil) 3miHa agpecu
BMPOGHMKa. Ha3Ba B1po6HMKa
3a/IMWAaETbCs 6e3 3MiH. 3MiHN

3aCTOCyBaHHSA Nikapcbkoro 3acoby
LLIOA0 MiCLLe3HaXOMKEHHS BUPOOHMKA
3 Bi4NOBIAHNMMN 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBK/ NiKapcbKoro
3acoby. TepMiH BBEEHHS 3MiH -
npoTArom 6 micauis nicns
3aTBepKeHHA. 3MiHU | TUnYy - 3MiHK
woao 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHKn
BHECEHO 10 TEKCTY MapKyBaHHs
NepBUHHOT YNakoBKM NiKapCbKoro
3acoby B n. 3. <HOMEP CEPII

JNIKAPCbKOIO 3ACOBY», n. 4.

6e3
peyenma

nionsieae

UA/19861/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

«JATA 3AKIHYEHHA TEPMIHY
MPUBATHOCTI», n. 5.
«HAAMEHYBABHHSA BUPOBHUKA |,
3A HEOBXIOHOCTI — 3AABHUKA»,
n. 6. «IHWE» Ta oo Tekcty
MapKyBaHHS BTOPUHHOT yNakoBKM B .
8. «JATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI», n. 11.
«HAMEHYBABHHS |
MICLEESHAXOO>KEHHA
BUPOBHWKA TA/ABO 3AABHUKA»,
n. 12. <cHOMEP PEECTPAL|NHOIO
MOCBIAYEHHSA», n. 13. «<HOMEP
CEPII IKAPCbKOIO 3ACOBY», n.
17. «IHWE».

TepMiH BBEEHHS 3MiH - NPOTATOM 6
MiCALIB MiCNs 3aTBEPLKEHHS.

85.

EBPODACT
CODTKAMNC

Kancynm m'ski, no
400 wmr, no 10
Kancyny énicrtepi;
no 1 a6o no 2
6nictepu B
KapTOHHI KOopoo6Li

€Bpo
Naiicokep
MpaviBiT
Nimiteq

IHAjA

Onis Xenckep

IHAis

BHECEHHS 3MiH 10 peecTpaLiiiHnX
mMaTtepianis: 3miHu | TMny - 3MiHK
LoAo 6e3snekn/edpeKTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuL nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBeAeHVX BifnoBigHO A0 NaHy
negiatpuyHux gocnigxexn (PIP)
(3MiHY y3rof>X€HO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OPraHoMm)
3MiHN BHECEHO A0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro
3acoby A0 po3ziniB "3acTtocyBaHHA y
nepiog, BaritTHOCTi abo rogyBaHHs
rpyaar” BianoBigHO A0 iHdopmauii 3
6e3nekun Nikapcbkoro 3acooy.
BBefeHHs 3MiH NpoTArom 6-T1 Micauis
nicnsa 3aTBepkeHHsA. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHKn
BHECEHI [0 IHCTPYKLUIT A/19 Megu4yHoro

6e3
peyenma

nionsieae

UA/19861/01/02
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

3aCTOCyBaHHSA Nikapcbkoro 3acoby y
po3gin "Mo6iyHi peakuii™ woao
3BiTyBaHHSA NPO MOGiYHI peakw;i.

BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmXkeHHs. 3MiHu | Tuny -
3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili

XapakTepucTuLi Nikapcbkoro 3acooby,

TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans

MeAMYHOro 3acToCyBaHHA Ha NiacTasi

perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo

JocnimxkeHb 3 6e3nekn 3acToCyBaHHs

nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNOBIAHO 40 NnaHy
negiatpuyHux gocnigxexsb (PIP)
(3MiHy Y3rof>X€HO 3 KOMMETEHTHNUM
YNOBHOB&XEHVM OpraHom) 3MiHu

BHECEHO A0 IHCTPYKLiT 4518 MeaNYHOro

3aCTOCyBaHHSA fikapcbkoro 3acoby Ao

po3ginis "OcobamBocCTi
3actocyBaHHs", "Mob6iuHI peakuyii

BiANOBIAHO A0 iHdopMaLii 3 6e3nekun

nikapcbKoro 3acooby.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB

nicns 3aTBepKeHHs.

86.

EBPODACT
CO®DTKAIMNC

Kancynm m'siki, no
200 wvr, no 10
Kancyn y énictepi;
no 1 a6o no 2
6nictepy B
KapTOHHIA Kopoo6Li

€8Bpo
Navidkep
MpaiisiT
Nimiteq

IHais

Onis Xenckep

IHgis

BHECEHHS 3MiH [0 peecTpavLjiiiHnX
mMaTtepianis: 3miHu | Tuny - 3MiHn
oo 6e3snekun/edpekTMBHOCTI Ta
hapMakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAUYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHONO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
niKapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BiTy 3 AOC/IHKEHD,
npoBeAeHVX BifnoBigHO 40 niaHy
neaiatpuyHux gocnipkeHs (PIP)
(3MiHY Y3rof)keHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHVNM OpraHom)

6e3
peyenma

nidnsieae

UA/19861/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

3MiHM BHECEHO A0 IHCTpyKUii ans
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3ainis "3actocyBaHHSA Y
nepiog, BariTHoCTi abo rogyBaHHs
rpyAA0" BignoBsigHo Ao iHdopmauii 3
6e3nekn nikapcbkoro 3acoby.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepmkeHHs. 3MiHu | Tuny -
3MmiHu Wwoao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn) 3MiHu
BHECEHI A0 IHCTPYKLii 418 MeanyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby y
po3ain "Mo6iyHi peakui™ woao
3BiTyBaHHA NPO MOGIYHI peakw;i.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHS. 3MiHu | Tvny -
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHVX BifnoBigHO A0 naHy
negiatpuyHnx gocnigxexn (PIP)
(3MiHY Y3rof>X€HO 3 KOMMETEHTHUM
YNOBHOB&XEHUM OpraHom) 3MiHu
BHECEHO 0 IHCTPYKLiT 418 MeANYHOro
3aCTOCyBaHHSA fikapcbkoro 3acoby Ao
po3ainis "OcobamBoCTi
3actocyBaHHs", "MobiuHi peakwji"
BiANOBIAHO A0 iH(hopMaLii 3 6e3neku
niKapcbKoro 3acooby.
BBefeHHs 3MiH NpoTArom 6-T1 Micauis
nicns 3aTBepKeHHs.

87.

SABELOC®

niocpinizat ans
pO3unHy Ans
iHcpysii no 5 mr; 1
nakoH 3
niocpinisatom B
KapPTOHHI KOpoo6Lj

Mcpaiizep IHK.

CLWA

KopgeH ®apma
Nartina C.n.A.

ITanis

BHECEHHS 3MiH [10 peecTpaLjiiiHnx
marepianis: 3miHu | Tuny - 3miHn 3
[KocTi. [0TOBWIA Nikapcbkuii 3aci6.
CT1abinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO NiKapCbkoro 3acoby

3a
peyenmom

He nionsicae

UA/9322/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

(36iN1bLUEHHS TEPMIHY NPUAATHOCTI
roToOBOro fikapcbkoro 3acoby) - Ansa
TOProBOi YNakoBKW (MigTBEPMHKYETLCA
OaHUMKN peasibHOro yacy) -
36inbLUEeHHA TEPMIHY NpUAATHOCTI
rOTOBOrO /1iKapCbKOro 3acoby
(3aTBEpPMAKEHO: TEPMIH NPUAATHOCTI 2
POKW; 3aNpONOHOBAHO: TEPMIH
npugaTHocTi 3 poku). 3MiHM BHECEHI B
po3ain "TepMiH npuaaTHOCTI" B
IHCTPYKLiO ANns MeAnyHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby.
BBefeHHs 3MiH NPOTAroM 9-Tu MicALiB
nicns 3aTBepAKEHHS.

88.

IMMAP/,

TabneTkun, BKPUTI
nNiBKOBOK
o060510HKot0, Nno 200
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepn y
KapTOHHI ynakoBLi

Inka
Nab6opaTtopi3
Nimiteq

IHAjA

Inka
Nab6opaTopi3
Nimiten

IHAis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMaTtepianis: 3miHu | TMny - 3MiHK
LoAo 6e3snekn/edpeKTBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo
3MiHW [0 y3arasibHEHUX AaHnX Npo
cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa
YMOBHOBaXXEHOT 0Cco6bu,
BiANOBiAa/bHOI 3a 3AjACHEHHS
dhapmakoHarnsgy; KOHTaKkTHoi 0cobm 3
hapMakoHarnsay 3asiBHuka ans
3[jiCHEeHHs chapmakoHarnsgy B
YKpaiHi, AKW0 BOHA BiAMIHHA Bif
yMOBHOBaXXEHOT 0Co6Y,
BiANOBiAa/bHOI 3a 3AjACHEHHS
thapmakoHarnsgy (Bknyaroum
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-thaiina cuctemu
hapmakoHarnagy) 3miHa KOHTakTHOT
0cobu 3asBHVKa, BigNoBiAaIbHOT 3a
hapmMakoHarnag B YKpaiHi.
[itova pepakuisn: TxagaHi JaHienb.
MponoHoBaHa pepgakuis: CapaniHa
Onbra IBaHiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CO6M 3asBHUKA,
BiANoBigaNbHOI 3a thapmakoHarnsg B
YkpaiHi

3a
peyenmom

UA/18794/01/01

89.

IHCMPA®

TabneTkun, BKPUTI
NNiBKOBOKO
060/10HKO10, Mo 25

Biatpic
CnewenTi
J1C

CLIA

Bupo6HuuTBO
npenapary "in
bulk", Ta

CLIA/
dpaHuis

BHECEHHS 3MiH 10 peecTpavLinHnx
martepianis: 3miHu | Tuny -
AOMiHICTpaTMBHI 3MiHX. 3MiHa

3a
peyenmom

UA/3752/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
mr; no 10 TabneTok KOHTPO/1b SIKOCTI: HalilMeHyBaHHs Ta/abo agpecy Micus
y 6nictepi; no 3 Biatpic NPOBaKEHHS AiS/IbHOCTI
6nictepu B dapmactoTikan3 BMPOGHMKa/imnopTepa rotoBoro
KapTOHHIA Kopoo6Li NNC, CWA niKkapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYyCKy cepii abo micue
Bunyck cepii, NpoBeLEeHHS KOHTPOJTHO SKOCTI.
nakyBaHHs1, (aisnbHICTb, 3a AKy BigNOBILaE
MapKyBaHHs, BMPOGHMK/IMNOPTEpP, He BK/IYaym
KOHTPO/Ib SKOCTI BWMYCK Cepiid) - 3MiHa HaliMeHyBaHHS
npw BUMNYCKY: BUPOGHMKA BiANOBIAA/ILHOIO 3a
dapesa Ambyas, BMPOGHMLTBO Npenapary «in bulk» Ta
®paHLis KOHTPO/Ib SIKOCTI.
90. | IHCNPA® TabneTkun, BKPUTI Biatpic CLIA Bnpo6HMLTBO CLiA/ BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/3752/01/02
NnNiBKOBOKO CnewenTi npenapary "in PpaHuin martepianis: 3miHu | Tuny - peyenmom
060/10HKO10, Mo 50 nnc bulk", Ta AAMiHICTpaTVBHI 3MiHW. 3MiHa
mr; no 10 TabneTok KOHTPO/Tb SIKOCTI: HaliMeHyBaHHS Ta/abo agpecu micus
y 6nicTepi; no 3 Biatpic NpoBaPKeHHS AiA/IbHOCTI
6nictepu B dapwmactoTikana BMpO6HMKa/iMnopTepa rotoBoro
KapTOHHI Kopoo6Li NNnc, CWA nikapcbKoro 3acoby, BkIovaun
OinbHULI BUNYyCKy cepii abo micue
Bunyck cepii, NpoBeAEeHHS KOHTPOIHO AKOCTI.
nakyBaHHs, (misnbHiCTb, 3a AKy BignoBifae
MapKyBaHHS, BMPOGHWK/IMNOpTep, He BKIYaun
KOHTPO/b AKOCTI BUWMYCK Cepiii) - 3MiHa HaliMeHyBaHHs1
npw BUMNYCKY: BMPOGHMKa BifNOBIAaIbHOTO 3a
dapeBa Ambyas, BMPOGHMLTBO Npenapary «in bulk» Ta
dpaHuis KOHTPO/Ib SIKOCTI.
91. | IHPAHPUKC cycneHsis (DTPa- nakcoCmitKn Benuka "nakcoCmiTKns Benbris BHECEHHS 3MiH 10 peecTpaLiiiHX 3a UA/16235/01/01
FEKCA™I/INFA HBV-IPV) gns AliH EkcnopT BpuTtaHis H Bionomxikan3 marepianis: 3MiHu | Tuny - 3miHu 3 peyenmom
NRIX HEXA™ iH'ekuin no 0,5 mn (1 Nimiteq C.A. sAKocTi. A®l. BUpo6HULTBO. 3MiHK
KOMBIHOBAH [03a) Ta nioginisar BMNpo6yBaHb abo JOMYyCTUMUX MEX Y
A BAKUVHA (Hib); 1 nonepefHb0 npoveci BupobHuutea A®l, Lo
Anda HanoBHEHWI BCTaHOB/EHI Y cneundikalisix
MPO®INTAKTUK | ogHopazoBuii (mopaBaHHA HOBOrO BUNPOOYBaHHA Ta
N QUDTEPII, wnpuy, (no 0,5 mn (1 gonyctummx Mex) JjogaBaHHs TecTy
NMPABLA, [[,03a)) Y KOMIM/IEKTi 3 Endotoxin content, sik monitoring test,
KALLU/TIOKY [BOMa ronkamu Ta nicnsa etany SEC xpomartorpadii Ta
(ALENMONAPH hnakoH 3 nicnsa cpinbTpauii 0,2 um filtration npu
nin niocpinizatom (Hib) BMPOOHMLTBI 404ATKOBO OUYMLLIEHOTO
KOMMOHEHT), onsa 1 nosu, wo npasLeBoro aHatokcuHy (Further
FENATUTY B, 3MiLLYIOTLCA Nepes, Purified Tetanus Toxoid). 3minu | TUNY

noniomienitTy
TA

BUKOPUCTAHHAM
(Wwnpuy 3 roikaMm

- 3MiHM 3 siKocTi. A®l. BUpOGHMLTBO.
3MiHM BUNpo6yBaHb abo A0NYCTUMMX
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

3AXBOPHOBAH
b,
36YAHUNKOM
AKNX €
HAEMOPHILUS
INFLUENZAE
TANY B

3aKpUTi 'yMOBMMU
KoBnaykamu); ABi
ronku (ogHoro
po3Mipy), WnpuL, Ta
nakoH repMeTnyHO
3anakoBaHi y
nAacT1KoBuiA
KOHTeliHep; no 1 abo
no 10 nnacTukoBux
KOHTEliHepiB Yy
KapTOHHI KOpo6L;i 3
MapKyBaHHAM
YKpPaiHCbKOI
MOBOIO; 1
nonepeaHL0
HanoBHEeHWI
ofHopa3oBwuii
wnpuy, (o 0,5 mn (1
[,03a)) Y KOMM/eKTi 3
[BOMa rosikamu Ta
chnakoH 3
niocpinizatom (Hib)
ana 1l gosu, wo
3MiLLYOTLCA Nepef
BUKOPVCTaHHAM
(wnpwy, 3 ronkamm
3aKpUTi 'yMOBMMU
KoBMaykamu); ABi
rofikn (o0gHoro
po3mipy), Wwnpuy, Ta
ch/1aKOH repMeTUyHO
3anakoBaHi y
nnacTUKoBuii
KOHTelHep; no 1 abo
no 10 nnacTukoBux
KOHTEliHepiB Yy
KapTOHHI Kopobui 3
MapKyBaHHAM
aHrNiicbKo MOBOKO
3i CTpukepom
YKpParlHCbKO MOBOIO

MeX y npoveci BupobHuutea Adl, wo
BCTaHOB/EHI y crevumdikayisax
(OofaBaHHSA HOBOrO BMMPOOYBaHHA Ta
Jonyctumux Mex) flogaBaHHs
BunpobysaHHsA Bioburden test, sk
monitoring test, Ha eTanax nicns
nepLuoi ynbTpadinbTpaLii, nepes
eTanom SEC xpomatorpadii, nicns
SEC xpomatorpadii (Ha 06’egHaHnX
dopakuisx) Ta go dinbTpadii 0,2 pm
filtration npn BUpOGHMLTBI £,04ATKOBO
OUMLLIEHOr0 NPaBLEBOr0 aHATOKCUHY
(Further Purified Tetanus Toxoid).

92,

IHOAHPUKC
INB XIb
KOMBIHOBAH
A BAKUMHA

cycneHsis (DTPa-
IPV) gns iH’exuiit no
0,5 mn (1 gosa) Ta
niogpinisar (Hib);

nakcoCmiTKn
AH EkcnopT
Nimiteq

Benuka
BpuTaHis

nakcoCmiTKns
H Bionoaxikana
C.A.

Benbriga

BHECEHHS 3MiH 10 peecTpavLiiiHnX

mMaTtepianis: 3miHu | TUNy - 3MiHK 3

skocTi. A®l. BupobHULTBO. 3MiHK
BUMpobyBaHb abo fONYCTUMUX MEX Y

3a
peyenmom

UA/15832/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
anda cycneHsis (DTPa- npoueci BupobHuuTea A®l, wo
MPO®INTAKTUK | IPV) gns iH’exuiin no BCTaHOB/EHI y crevumdikayisax
N AUDTEPII, 0,5 mn (1 gosa) y (mopaBaHHA HOBOrO BMNPOOYBaHHA Ta
NPABLA, nonepenHLo nonyctummx Mex) JjogasaHHs TecTy
KALUTOKY HanoBHEHOMY Endotoxin content, sk monitoring test,
(ALENMONAPH 0fHOpPa30BOMY nicns etany SEC xpomarorpadii Ta
nin wnpuui Ne 1y nicnsa ginbTpavii 0,2 pum filtration npu
KOMMOHEHT), KOMMNEKTi 3 ABOMA BMPOOHMLTBI A04ATKOBO OYMLLIEHOTrO
nonioMIENITY | ronkamn Ta npasLeBoro aHatokcuHy (Further
TA niocpinizat (Hib) y Purified Tetanus Toxoid) 3miHn | Trny
3AXBOPHOBAH | chnakoHi Ne 1, wo - 3MiHn 3 sKocTi. A®Il. BUpo6HMLTBO.
b, 3MiLLYOTbCA Nepes 3miHu BUNpobyBaHb abo AoNyCTUMMX
36YAHNKOM BUKOPUCTaHHAM: NO MeX y npoveci BupobHuutea Adl, wo
AKNX € 1 nonepeaHLO BCTaHOB/EHI y crevumdikayisax
HAEMOPHILUS | HanoBHeHOMY (mopaBaHHA HOBOrO BMNPOOYBaHHA Ta
INFLUENZAE ofiHoOpa3oBoOMYy nonyctummx Mex) JoaaBaHHs
TANY B LINpULY Y KOMMAEKTI BunpobysaHHsA Bioburden test, sk
3 IBOMa rosikamu Ta monitoring test, Ha eTanax nicns
1 chnakoHom 3 nepLuoi ynbTpadinbTpaLii, nepes
niocpinizatom (Hib) y etanom SEC xpomatorpadii, nicns
BaKyyMHii1 SEC xpomatorpadii (Ha 06’egHaHnX
CTepUSbHIiA dopakuisx) Ta go dinbTpadii 0,2 um
ynakosui; no 1 filtration npy BUpOGHMLTBI £,04ATKOBO
BaKyyMHiii OUMLLIEHOr0 NPaBLIEBOr0 aHATOKCUHY
CTepusbHIli ynakoBLji (Further Purified Tetanus Toxoid)
Y KapPTOHHIli Kopobui
93. | ICEHTPECC TabneTku, BKPUTI Mepk LWapn i LLiBeiiuapi Bupo6Huk Cinranyp/ BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/9325/01/01
nNiBKOBOK Ooym |IAEA A Hepo3acoBaHO Ipnangis/ mMaTtepianis: 3miHu | TUNy - 3MiHK 3 peyenmom
o060n0HKoto, no 400 6X T npoAykuji Ta HigepnaHgn AKOCTi. [0TOBWIA Nikapcbknii 3aci6.
Mr; no 60 TabneTok KOHTPOJ1b SIKOCTI: / CLLA 3MiHM y BUPO6HMLTBI. 3amiHa abo
y thnakoHi; no 1 MCA BBEJEHHS 4,04AaTKOBOI AiNbHUL
hnakoHy B IHTepHeLuHN BMPOGHMLTBA A1 YaCTUHU abo BCbOro
KapTOHHI Kopoo6Li 'vm6X (chinis BMPOGHMYOro MpoLecy roToBoro
Cinranyp), nikapcbKoro 3acoby (AinbHWLS, Ha sKil
Cinranyp npoBoAATLCA 6y Ab-5Ki BUPOOHWUI
cTagii, 3a BUHATKOM BUMYCKY Cepil,
MCA KOHTPO/O SIKOCTi, NEPBUHHOIO Ta
IHTEpHeLHN BTOPUHHOIO NakyBaHHS, AN
'vm6X (chinis HeCTepWIbHUX NMiKapCbknx 3acobiB)
Cinranyp), nofaBaHHsa BupobHuka MC/L,
Cinranyp IHTepHewHn Mv6X (chinia CiHranyp),
CiHranyp/ MSD International GmbH
MCA (Singapore Branch), Singapore B
IHTEepHeLHN SIKOCTi a/lbTEPHATMBHOIO BUPOGHMKA
rmeX/MCA Hepo3d)acoBaHOT NPOAYKLI.
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
IpnaHgis [onartkoBo, BHECEHHS TEXHIYHUX
(BennigaiiH), BMNpaB/ieHb B afpeci 3aTBepKEHOro
IpnaHgis BMpOo6HMKa MCJ, IHTepHewwHn TveX

[MepBuHHE Ta
BTOPVIHHE
nakyBaHHs,
[03BiN Ha
BUWMYCK Cepii:
Mepk Wapn i
Joym B.B.,
Higepnangm

TecTyBaHHA
CTabisIbHOCTI:
Mepk Wapn i
Joym JINC,
CLA

(cbinia Civranyp), CiHranyp, 21 Tyac
Cayc AseHto 6 CiHranyp, 637766,
CiHranyp 3 METOI Y3rofXeHHS agpecu
3 po3ginom 3.2.P.3.1. Bupo6Huk(-u).
3MiHn | TURY - 3MiHK 3 sKocTi. FoToBMIA
nikapcbknii 3aci6. 3MiHn y
BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHu,
LLIO CTOCYOTbCS BUNYCKY Cepii Ta
KOHTPOJTH0 SIKOCTi FOTOBOTO J1iKapPCbKOro
3acoby (3amiHa abo foaaBaHHS
AiNbHULI, Ha 5K 34JACHI0ETbCSA
KOHTPONb/BMNPOGYBaHHSA cepii)
nofaBaHHsa BUpobHuka MCL,
IHTepHewHn Mv6X (chbinia CiHranyp),
Cinranyp/ MSD International GmbH
(Singapore Branch), Singapore, 70
Tyac Bect [paiis CiHranyp, 638414,
Cinranyp/70 Tuas West Drive
Singapore, 638414, Singapore B
AKOCTi @/lbTEPHATUBHOIO BUPOOBHNKA,
BiANOBIAA/ILHOIO 3@ KOHTPO/Ib SAKOCTI
N3. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHW Y npoLeci
BMPOGHMLITBA FOTOBOTO JiKapCbKOro
3ac06y, BK/IHOUAKYM NPOMDKHUIA
NPOAYKT, WO 3aCTOCOBYETLCA NpU
BUPOBHMLTBI rOTOBOTO NiKapCbKOro
3ac06y (He3HayHa 3MiHa y npoueci
BMPOGHULITBA) HE3HAYHI 3MiHN Y
BMPOBHMYOMY NpoLLeCi NiKapcbKoro
3acoby, a came [0oAaBaHHA
anbTepHaTUBHOrO AndysiiHoro
3miwyBaya o6’emom 1700 n go
3aTBEpAXEHOro 06’emy 1800 1. 3miHn
| TNy - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOBGHULTBI. 3MiHW y npovueci
BMPOBHMLITBA FOTOBOrO J1iKapCbKOro
3aco6y, BK/IHUAKUN NPOMIKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA MpU
BUPOGHMLTBI rOTOBOTO JliKapCbKOro
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHULITBA) HE3HAYHI 3MiHW B
npoueci BupobHuuTtea /13, a came
[0AaBaHHA aflbTePaHTUBHOIO
obnagHaHHA 4719 NOKPUTTA TabneTok
NMiBKOBOK 060/10HKOI0.
3anponoHoBaHe 061agHaHHA Ma€e
6inbLUi PO3MipK, HX Te, Lo Hapasi
3aTBEpPAKEHE Ta Ma€ iAeHTUYHY
KOHCTPYKLiI0 Ta NPUHLMN po60TH,
3aTBEpKEHE Ta 3anponoHoBaHe
obnafHaHHA BBaXKAOTbCA
eKBiBa/IEHTHUMW. 3MiHuW | TUNy -
AfMiHICTpaTMBHI 3MiHN. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AiSNIbHOCTI
BMpO6HMKa/iMnopTepa rotToBoro
nikapcbKoro 3acoby, BkIoUaun
LOinbHUL BUNYCKY cepii abo micue
NPOBELEHHS KOHTPOJTHO SKOCTI.
(misnbHicTb, 3a AKy BignoBifae
BUPOGHMK/IMNOPTEP, HE BKIOYaun
BWMYCK CEPiii) 3MiHa HallMeHyBaHHS
BMPOGHMYOI AinbHMLi Mepk Wapn i
[oym Kopn., CLUA, BignosiganbHoi 3a
TeCcTyBaHHs cTabinbHOCTI J13.
OcKiflbku BUPOGHNK 3 chyHKLIE
«TecTyBaHHs CTabifibHOCTi» He byB
3a3Ha4YeHuUii B IOKaSIbHUX JOKYMEHTaX,
MPOMOHYETLCA 3a3HaYNTV AAHOTO
BMpo6HUKa B MKHA.

94.

NOOOMAPUH®
100

Tabnetkun no 100
MKr, no 50 a6o no
100 TabneTok y
dnakoHi; no 1
dhnakoHy B
KapTOHHIA Kopoo6Li

BEPNIH-XEMI
Al

HimeyuuH
a

Bnpo6HMLUTBO
“in bulk”,

KOHTPO/b cepiit:

BEP/TIH-XEMI
Al', HimeuunHa;
KoHTposnb Ta
BUWMYCK CepiiA:
BEPJ/TIH-XEMI
Al', HimeuunHa;
Bnpo6HMLUTBO
“in bulk”,
nakyBaHHs Ta

KOHTPOb cepiii:

MeHapiHi-PoH

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3MiHu | TNy - 3MiHK WoA0
6e3nekn/edhekTVBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MiHa(n) fo 3060B'A3aHb Ta yMOB
BMAAui peecTpavliiiHoro noceifgyYeHHs,
BKtoYatoun MnaH ynpaBAiHHA
pu3nkamu (iHLWi 3MiHK). 3assBHUKOM
Ha/iaHo OHOBMeHWIA MnaH ynpaBniHHA
pu3nkamm Bepcis 2.0. OHOBNEHO
cTpykTypy MYPa BignosigHo 40 BUMOr
0o sumor EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2.
3MiHM BHECEHI A0 YacTuH: | «3aransHa

6e3
peyenma

UA/0156/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

XeligeH TM6X,
HimeuunHa

iHhopMauisi», Il «Cneymndikauin 3
6e3nekn» (mogyni Cl «Enigemionoris
nokasaHb [10 3aCTOCyBaHHA Ta
uinbosa(i) nonynauisa(i)», [l «MnaH 3
dhapmakoHarnsgy», V «3axoau 3
MiHimi3ayii pusukie», VI «Pe3stome
nnaHy ynpasniHHA pusnkamm» VII
«Jlogatkn» y 3B'A3KY 3 BUJANIEHHAM
MOBHICTIO OXapakTepU3oBaHNX NUTaHb
3 6e3neku BiANOBIAHO A0
pekomeHgauiin Guideline on good
pharmacovigilance practices (GVP)
Module V — Risk management
systems (Rev 2). Pestome MnaHy
ynpaBniHHA pu3vkamu Bepcis 2.0
[0A3€ETbCA.

95.

KAAYET 5/10

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKOI0, N0 5
mr/10 mr, no 10
TabneTok y 6nictepi;
no 3 6nictepu B
KapTOHHI KOopoo6Li

BiaTpic
CnewenTi
nnc

CLA

Mdparizep
MeHtodekuypuH
r Jounens
m6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
mMartepianis: YTOYHEHHS cTaTycy
peknamyBaHHA B Hakasi MO3
yKpaiHm Ne 1191 Big 09.07.2024 B
npoueci BHECEHHS 3MiH (3MiHu |
My - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHu
BHECEHO A0 [HCTpyKLii Ana MeguyHoro
3aCTOCyBaHHS NiKapcbkoro 3acoby Ao
po3ginis: "OcobmBocCTi
3acTocyBaHHs", "Mo6ivHi peakuii”
LL0A0 6e3nekn 3acTocyBaHHS Aoyl
peyoBUHM aTopBacTaTuH BiAnoBigHO
00 pekomeHgauiin PRAC. BeefeHHs
3MiH NpPOTArom 6-Tu micsuiB nicns
3aTBepxeHHs). Pefakuis B Hakasi -
iHhopmauis BiacyTHI. BipHa pepakuin
- He nignsrae.

3a
peuerimom

He
nionsiezae

UA/5635/01/02

96.

KAOTONnPUnN

TabneTkn no 25 mr
no 10 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHiiA KOpo6Li

KPKA, a.4.,
HoBso mecTo

CnoBeHis

BiANOBIgaIbHUI
3a BUPOBGHNLTBO
«in bulk»,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib Ta
BUMYCK Cepii:
KPKA, 4.4.,
HoBo mecTo

CnoBeHis

BHECEHHS 3MiH 10 peecTpaLiiiHnX
mMarepianis: YTOYHEHHA cTaTtycy
peknamyBaHHsA B Haka3i MO3
YkpaiHu Ne 1191 Big 09.07.2024 B
npoueci BHECEHHA 3MiH (3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHu
BHECEHi [0 IHCTPYKLii 419 MeanyHoro
3aCTOCYBaHHS y po3ainv "B3aemogis 3

3a
peyenmom

He
nionsieae

UA/4800/01/02
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

IHLWMMK nikapcbknuMuy 3acobamn Ta
iHLWI BMAW B3aemogijin", "OcobmBocCTi
3acTocyBaHHS" Woao 6esnekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tm Micauis
nicns saTBepmkeHHs. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpuyHux gocnigpkeHnb (PIP) (iHwi
3MiHM) 3MiHWN BHECEHI A0 IHCTPYKLT
[ANA MeANYHOro 3acToCyBaHHA y
po3ainu "MNpoTunokasaHHs",
"B3aemogis 3 iHWVMU NikapcbKuMu
3aco6amMu Ta iHWi BuAn B3aemMogii”,
"Oco611BOCTI 3aCTOCYBaHHA" LWOA0
6e3nekn 3acTocyBaHHs NikapCbKOro
3acoby. BBegeHHs 3MiH NpOTArom 6-Tu
MicaLiB nicna 3aTBepAKeHHs. 3MiHn |
TMny - 3MiHK WoA40
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acTOCYBaHHs
reHepuyYHuX/ribpuaHmx/6ionogibHmNX
Nikapcbkyx 3acobiB Mic/s BHECEHHS
Tiel camoi 3MiHV Ha pechepeHTHWIA
npenapar (3miHa He noTpebye
HafaHHSA XOAHWNX HOBUX A0AATKOBMX
naHnx) 3MiHWM BHECEHI 0 IHCTPYKU;i
[ONs MeANYHOro 3acTOCyBaHHS Y
po3ginv "B3aemogis 3 iHWumu
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemogiin", "OcobnmBocTi
3acTocyBaHHsa", "lMNepefo3yBaHHA",
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
"Mo6iyHi peaxuii” BigNoBiAHO 40

inchopmauii pedrepeHTHOro
nikapcbkoro 3aco6y (Capoten 25 mg
tablets).BBegeHHA 3MiH NpOTArom 6-11
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM |
My - 3MiHN LWOA0
6e3nekn/edhekTVBHOCTI Ta
hapmakoHarnsagy. 3miHa(n) y KopoTkii
XapaKTepucTuLi fikapcbkoro 3acoby,
TeKCTi MapKyBaHHs1 abo IHCTpYKLUIT A1
MeAMYHOro 3aCTOCYBaHHSA A/1s
nikapcbkoro 3acoby, NMiLleH30BaHoro y
€C 3a npoLeayporo B3aEMHOro
BW3HAHHSA (Nikapcbkunii 3aci6 He
BXOAMTb [0 cdhepw Aii npoueaypv
B3AaEMHOIO BMU3HAHHS, ane 3MiHa
BHOCUTLCS 1K pe3y/ibTaT Npoueaypm i
Bifl BMacHWKa TOproBoi NileHsii He
BUMaraeTbCsl HafiaHHs XXOAHUX HOBUX
[0[AaTKOBUX AaHnX) 3MiHW BHECEHI A0
IHCTPYKLiT 418 MeguyHoro
3aCTOCYyBaHHA Y po34inu
"apmakonoriyHi BlacTneocTi”,
"MpoTnnokasaHHsa", "OcobamBoCTi
3acTocyBaHHs", "Mo6ivHi peakuii”
040 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby BignoBigHO Ao
marepianiB peecTpauiiHoro focChe.
MpepcTasneHi 3miHW B iHhopmauii 3
6e3nekn LWoa0 BHECEHHS 3MiH Ta
[OMOBHEHb Ha NiACTaBi NPOBeAEHHN
npoueaypu HanpaeneHHsA B EC i
npvBeAEeHHA TEKCTY A0 HOBOrO
wabnoHy QRD, Bepcis 9,0 y posginax
NPOEKTY IHCTPYKLT 415 MeanyHoro
3acTocyBaHHA «PapmakosIoriyHi
BNACTUBOCTI», «[pOTMNOKa3aHHSI»,
«OCO6NNBOCTI 3aCTOCYBaHHSA»,
«Mo6iyHI peakuji», MOXyTb 6yTu
pekoMeHA0BaHiI 40 3aTBepAXEeHHA Ta
BHECEHHS B IHCTPYKLil0 ANns
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM |
TMny - 3MiHK WoA0
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
6e3nekun/ehekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHun
BHECEHI [0 iHCTPYKLii 418 MeguyHoro
3acTocyBaHHA y po3ain "rMob6iyHi
peakuii" LWoA0 NoBiAOMAEHHS PO
nigo3proBaHi NobiyHi peakuii.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepmxeHHs). Pefakuis B
Hakasi - iHdhopmaList BiacyTHi. BipHa
peaakuis - He nignarae.
97. | KANTONPUN Tabnetku no 12,5 mr KPKA, a.4., CnoseHis BiANOBIAaIbHNI CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a He UA/4800/01/01
no 10 TabneTok y HoBo mecTo 3a BUPOOHMLTBO maTepianiB: yTOYHEHHS cTaTtycy peyenmom nionszae
6nictepi; no 2 «in bulk», peknamyBaHHA B Hakasi MO3
6nictepu B nepBrHHe Ta Ykpainu Ne 1191 Big 09.07.2024 B
KapTOHHIA Kopoo6Li BTOPWUHHE npoueci BHECEHHS 3MiH (3MiHu |
nakyBaHHs1, TUny - 3MiHW Woao
KOHTPO/b Ta 6e3nekn/edeKTNBHOCTI Ta
BMNYCK Cepil: hapmakoHarnagy (iHwi 3miHn) 3MiHu
KPKA, a.4., BHECeHi A0 IHCTPYKLii A1a MeAn4Horo
HoBso mecTo, 3acTocyBaHHsA y po3ginun "Bsaemogis 3
CnoseHisa iHLIMMKM NikapcbkMKM 3acobamu Ta

iHWi BMAan B3aemogiin", "OcobmBocTi
3acTocyBaHHS" WoA0 6esnekn
3aCTOCYBaHHSA Nikapcbkoro 3acoby.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepmkeHHs. 3MiHu | Tuny -
3MmiHu Wwoao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHoO OHOB/OBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3Mnekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBIAHO 40 nnaHy
negiatpuyHux gocnigpxkerb (PIP) (iHwi
3MiHN) 3MiHW BHECEHI [0 IHCTPYKLT
ONs MeANYHOro 3acTOCyBaHHS Yy
po3ainu "MNpoTunokasaHHs",
"B3aemMogis 3 iHWMMUW NiKapCbKUMMN
3acobamu Ta iHWi BUan B3aemogiii",
"Oco6/MBOCTI 3aCTOCYBaHHA" 00
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

6e3nekn 3acToCyBaHHA NiKapCbKoro
3acoby. BBeeHHs 3MiH NpoTArom 6-Tu
MiCALIB Mic/A 3aTBEPKEHHS. 3MiHM |
My - 3MiHK WoA0
6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeANYHOro 3acTOCyBaHHSA
reHepUYHMX/ribpuaHNX/6ionodibHMX
nikapcbknx 3acobiB nicn1s BHECEHHS
Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HaaHH$ XXOAHWNX HOBUX AOAATKOBMX
OaHnx) 3MiHU BHECEHi A0 iHCTPYKLi
AN MeAMYHOro 3acToCyBaHHA y
po3ginu "B3aemogis 3 iHwWmMMmn
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aemogii", "OcobmBocTi
3acTocyBaHHsA", "lNepepo3yBaHHA",
"Mo6iyHi peakyii” BigMoBigHO A0
iHbopmawii pechbepeHTHOro
nikapcbkoro 3acoby (Capoten 25 mg
tablets).BBeaeHHS 3MiH NpoTArom 6-Tu
MicaLiB nicna 3aTBepAKeHHs. 3MiHn |
TMny - 3MiHKU WoA40
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa(1) y KopoTkiii
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHs1 abo iHCTPYKLiT ans
MeAMYHOro 3acTOCyBaHHA Ans
nNiKapcbkoro 3acoby, NiLeH30BaHoro y
€C 3a npoueaypor B3aEMHOIo
BW3HaHHS (Jlikapcbkuii 3aci6 He
BXOAWTb A0 cdhepm Aji npouenypu
B3AaEMHOIO BU3HaHHS, asie 3MiHa
BHOCUTbCS K pe3ynbTaT npoueaypm i
Bifl BacHWKa TOprosoi NileHsii He
BUMaraeTbCs HafaHHs >XOAHUX HOBUX
[04aTKOBUX flaHnX) 3MiHU BHECeHi A0
IHCTPYKLiT 418 MeanyHoro
3aCTOCYyBaHHA Y po3ainu
"®apmakonoriyHi BnacTneocTi”,
"MpoTmnokasaHHsA", "OcobanMBOCTi
3acTocyBaHHs", "lNo6ivHi peakuii”
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

oo 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby BifgnoBigHO A0
marepianiB peecTpauiiHoro JocChbe.
MpeacTaBneHi 3miHy B iHhopmauii 3

6e3nekn o0 BHECEHHS 3MiH Ta
[OMOBHEHb Ha NiACTaBi NPOBEAEHHS
npoueaypuv HanpaeneHHs B €C i
npuBELEHHS TEKCTY A0 HOBOIO
wabnoHy QRD, Bepcia 9,0 y po3ginax
NPOEKTY IHCTPYKLT AN MeAnYHOro
3acTocyBaHHA «PapmakonoriyHi
BN1aCTVBOCTI», «[1pOTUNOKa3aHH:A»,
«OC06IMBOCTI 3aCTOCYBaHHA»,
«Mo6iuHI peakwji», MOXyTb 6YTK
pekoMeHA0BaHI A0 3aTBepAXEeHHA Ta
BHECEHHS B iHCTPYKLUitO Ans
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby. BBegeHHs 3MiH NpOTArom 6-Tu
MicALiB nicna 3aTBepKeHHs. 3MiHn |
TMny - 3MiHK WoA40
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn) 3MiHu
BHECEHI A0 IHCTPYKLii 418 MegnyHoro
3acTocyBaHHs y po3gin “MNo6iyHi
peaxui” WwoA0 NoBigOMAEHHS NPO
nigo3proBaHi No6iyHi peakuii.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB
nicnsa 3aTBepkeHHs). Pepakuis B
Hakasi - iHthopmavis BiAcyTHi. BipHa
peAakuis - He nignarae.

98.

KAPAOCAN®
ANoC 20/12,5

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKo10, o 20
mr/12,5 wr, no 14
TabneTtok y 6nicrepi;
no 1 aéo no 2
6nictepu B
KapTOHHI Kopoo6Li

MeHapiHi
IHTepHeLLoHan
OnepeiiwoHc
Tokcembypr

Nokcemby
pr

Brvpo6HMuTBO
"in bulk":
[OAIYI CAHKIO
FOPOYI Mm6X,
HimeyuunHa;
lMepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta
BUWMYCK Cepiil:
BEPNIH-XEMI
A, HimeuuunHa;
BUPOGHMLTBO "in
bulk", nepsrHHe
Ta BTOPUHHE

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHnux
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsay (iHwi 3miHn) 3MiHu
BHECEHO B TEKCT MapKyBaHHS Ha
NepBWHHIV Ta BTOPUHHI ynakoBsL,i, a
came yTOYHEeHHs iHchopmaui Wwoao
norotuny komnarii (BERLIN-CHEMIE
MENARINI).

3a
peyenmom

UA/7139/01/01
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6nictepun B nauLi

XapakTepucTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3acTOCYBaHHS
reHepuyHUX/ribpuaHx/6ionogibHmNX
nikapcbkyx 3acobiB Micns BHECEHHS
Tiel camoi 3MiHV Ha pechepeHTHWI
npenapar (3miHa He noTpebye
HafaHHSA XOAHNX HOBUX A0AATKOBMX
AaHunx) MpeacTasneHi 3mMiHN B
iHpopmauii 3 6e3nekn LWoA0 BHECEHHS
3MiH Ta [ONOBHEHb Y po3ginax
IHCTPYKUIT AN MeguyuHoro
3acTocyBaHHA «PapmakonoriyHi
B/IACTUBOCTI», «IoKa3aHHs»,
«3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHs rpyaao», «Cnocié
3acTocyBaHHA Ta [031», «[06iuHi
peakuii» nikapcbkoro 3acoby Ha
nigcTasi OHOBNAEHOI iHhopMmalLii 3
6e3neku Woao MeanyHoro
3aCTOCYyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (Atacand 8 mg
tablets, 16 mg tablets, 32 mg tablets,
AstraZeneca) MOXyTb 6yTH
pekoMeHA0BaHi 0 3aTBEPAKEHHN Ta
BHECEHHS B iHCTPYKLUitO0 Ans
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby. BBefeHHs 3MiH NnpoTsirom 6
MicALiB Nicna 3aTBepKeHHs. 3MiHn |
My - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHN)
MpeactaBneHi 3miHy B iHhopmaui 3
6e3neku Wwoa0 NOBiAOMIEHHS NMPO

no6iyHi peakLjii Ha nigcTasi

Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
nakyBaHHs1,
KOHTPO/Ib Ta
BUWMYCK Cepiii:
MeHapiHi-PoH
XengeH MvbX,
HimeyunHa
99. | KACAPK® Tabnetku no 16 mr; NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a He niidnsieae UA/12457/01/02
no 10 TabneTok y "Kuismegnpen "Kuismegnpenap marepianis: 3miHu | Tuny - 3miHn peyenmom
6nictepi; no 3 apart" ar" Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTkili
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

pekomeHpauii JepxaBHoro
eKcnepTHoro ueHtpa MO3, wo
pO3MiLLEeHi Ha odiLiiiHOMY caiiTi y
pO34iNn IHCTPYKUIT ANs MeANYHOro
3acTocyBaHHs «[M06iYHi peakuii»
MOXYTb B6yTU pekoMeH[0BaHi J0
3aTBEPKEHHSA Ta BHECEHHS B
IHCTPYKLi0 ANns MeAnyHOro
3aCTOCYBaHHSA Nikapcbkoro 3acooy.
BBefeHHs 3MiH NpOTAroM 6 MicAuis
nicns 3aTBepAKEHHS.

100.

KACAPK®

TabneTku no 32 mr;
no 10 TabneTtok y
6nictepi; no 3
6nictepy B navw,i

MAT
"Kuismegnpen
apar”

YkpaiHa

MAT
"KuiBmegnpenap
ar"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
maTtepianis: 3miHu | TMny - 3MiHK
LoAo 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpOTKili
XapakTepucTuL nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA
reHepuyHMX/ribpuaHnx/6ionodibHMX
nikapcbknx 3acobiB Nic/1s BHECEHHS
Tiei camoi 3MiHV Ha pedhepeHTHWI
npenapar (3MiHa He noTpebye
HaZiaHHS XOAHWX HOBUX AOAATKOBUX
AaHux) MpegcTasneHi 3MiHN B
iHChopMaLii 3 6e3nekn LLoA0 BHECEHHS
3MiH Ta JOMNOBHEHb Y po3giniax
IHCTPYKUiT AN MeguyHoro
3acTocyBaHHA «PapMakoorivHi
B/1TACTUBOCTI», «[1OKa3aHHA»,
«3acTocyBaHHSA y nepiof BariTHOCTI
ab60 rogyBaHHA rpyaa», «Cnocio
3acTocyBaHHsA Ta [03u», «[Mo6iuHi
peakLiii» nikapcbkoro 3acoby Ha
nigcTasi OHOBNAEHOI iHchopmaLii 3
6e3neku LWoa0 MegNyHOro
3aCTOCyBaHHA pedepeHTHOro
nikapcbkoro 3acoby (Atacand 8 mg
tablets, 16 mg tablets, 32 mg tablets,
AstraZeneca) MOXyTb 6yTK
pekoMeHA0BaHiI A0 3aTBepAXEeHH:A Ta
BHECEHHS B IHCTPYKLil0 ANns
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro
3acoby. BBefieHHs 3MiH npoTarom 6
MiCALIB MicNsA 3aTBEPKEHHS. 3MiHM |
Tmny - 3MiHM WwWoao

3a
peyenmom

He nionszae

UA/12457/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

6e3nekun/ehekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn)
MpeacTasrieHi 3mMiHW B iHGhopma;i 3
6e3neku LLoa0 NoBiLOMMIEHHS NPO
noGiyHi peakuii Ha nigcTasi
pekomeHAauii JepxaBHoro
eKkcnepTHoro ueHtpa MO3, wo
pO3MiLLEeHi Ha odiLiiiHOMY caiTi y
po34in iHCTPYKUiT ANS MeanYHOro
3acTocyBaHHs «[M06IYHI peakuii»
MOXYTb OyTU pekOMeH[0BaHi f0
3aTBEPPKEHHS Ta BHECEHHS B
IHCTPYKLUiO 4N MeguyHoro
3aCTOCYBaHHS NikapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTsArom 6 micsuis
nicns 3aTBepKeHHs.

101.

KACAPK®

TabneTku no 8 wmr;
no 10 TabneTok y
6nictepi; no 3 a6o 9
6nicTepis y naui

MAT
"Kuismegnpen
apart"

Ykpaina

MAT
"KvuiBmegnpenap
ar"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiHnX
mMaTtepianis: 3miHu | Tuny - 3MiHn
oo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpPOTKili
XapakTepucTuLj Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMNYHOro 3aCTOCYBaHHS
reHepnyYHUX/ribpuaHMx/6ionogibHmNx
nikapcbkyx 3acobiB nicns BHECEHHS
Tiei camoi 3MiHV Ha pethepeHTHWI
npenapar (3miHa He nNoTpebye
HafaHHSA XOOHWNX HOBWX A0AATKOBMX
AaHunx) MpeacTasneHi 3mMiHN B
iHhopMauii 3 6e3nekn LoA0 BHECEHHS
3MiH Ta JONOBHEHb Y po3ainax
IHCTPYKLiT 418 MeanyHoro
3acTocyBaHHA «PapMaKosiorivHi
BNIACTUBOCTI», «IloKas3aHHsA»,
«3acTocyBaHHA y nepioA BariTHOCTI
abo rofyBaHHA rpyaato», «Cnocio
3acTocyBaHHA Ta [03W», «[Mo6iuHI
peakLiii» nikapcbkoro 3acoby Ha
nigcTasi OHOBMEHOI iH(hopMmaLii 3
6e3neku Woa0 MeauyHoro
3aCTOCyBaHHS pef)epeHTHOro
nikapcbkoro 3acoby (Atacand 8 mg
tablets, 16 mg tablets, 32 mg tablets,
AstraZeneca) MOXyTb 6yTK
pekoMeHA0BaHI A0 3aTBepAKEHHA Ta

3a
peuerimom

He nionsizae

UA/12457/01/03
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n/n

JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o

102.

KETOJ1AK

BHECEHHS B iHCTPYKLUitO Ansa
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby. BBegeHHs 3MiH npoTtsrom 6
MicALiB nicna 3aTBepAKeHHs. 3MiHn |
TMny - 3MiHK WoA40
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn)
MpepcTasneHi 3miHW B iHhopmadii 3
6e3neku Woa0 NOBIAOM/TIEHHS NMPO
no6iyHi peakuii Ha nigcTasi
pekomeHaauii JepxaBHoro
eKcrnepTHoro ueHtpa MO3, wo
PO3MiLLEeHi Ha odiLiiiHOMY caiiTi y
po34in iHCTPYKUiT A4NA MeAnUYHOro
3acTocyBaHHs «[106iYHi peakuii»
MOXYTb O6YyTV peKOMeHA0BaHi A0
3aTBEPKEHHSA Ta BHECEHHS B
IHCTpYKLl0 ANs MeanyHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby.
BBefeHHst 3mMiH NpoTArom 6 micsuis
nicns 3aTBepKEeHHs.

nocBi04Y€eHHs1

103.

KETOCTEPWUN

Tabnetku no 10 mr;
no 10 TabneTok y
6nictepi; no 1
6nictepy B navui

AT

"KNIBCBKN

BITAMIHHWA
3ABOA"

YkpaiHa

AT

"KUIBCbKUI

BITAMIHHUI
3ABOA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHun)
OHOB/EHHSI TEKCTY MapKyBaHHS
BTOPVIHHOT YNaKoBKM NiKapCbKoro
3acoby, a came: Ay610BaHHA TEKCTY
aHrNincbKo MOBOID, a Takox y n.17.
IHWE pgonaHo iHchopmauito npo
N0roTun 3asaBHUKa. TepMiH BBELEHHS
3MiH NpoTarom 6 MicAuiB nmicns
3aTBEPMAKEHHS.

3a
peyenmom

UA/4802/01/01

TabneTkun, BKPUTI
NAiBKOBOO
060/10HKOI0; Mo 20
TabneTok y 6nictepi;
no 5 6nictepis y
KapTOHHIA Kopoo6Li

$peseHiyc
Kabi

[Loiunang
m6X

HimeyuunH
a

Nab6ecdanb
NabopaTtopioc
Anwmipo, C.A.

MopTyranis

BHECEHHS 3MiH 10 peecTpavLinHnx
martepianis: 3miHu | Tuny -
AOMiHICTpPaTUBHI 3MiHW. 3MiHa Ha3BU
A®| ab0 fONOMIXKHOI PEYOBUHU -
BuaaneHHsam 3a3HavyeHHs TOprosol
Mapku «Eudragit» 6insi ocCHOBHOI
Ha3BW [OMOMDKHOI pe4yoBuHU Basic
butylated methacrylate copolymer B
po3ainax peecTpauiiHoro Aocke
Mogaynb 3: 3.2.P.1. Onuc i cknag,
nikapcbkoro 3acoby, 3.2.P.3.2. Cknag,

Ha cepito, 3.2.P.4.1. Cneuudikauii,

3a
peyenmom

UA/2403/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
3.2.P.4.2. AHaniTU4Hi METOAMKN.
BBefeHHs 3MiH NpoTArom 6-T1 Micauis
nicns saTBepmkeHHs. 3MiHu | Tuny -
3MiHu 3 siKocTi. CepTudikat
BignosigHocTi/lE-cepTudpikar

BiANOBIAHOCTI €BpoONechbkili
hapmakonei/mMoHorpadii. MogaHHA
HOBOro ab0o OHOBMEHOTO cepTudikaTa
BiAMOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa Bi4nNoBILHOCTI
€sponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMartepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; ANs AONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€poneiicbki thapmakonei) - Hosuia
cepTudikar BiJ HOBOrO BYPOGHMKa
(3amiHa abo AONOBHEHHS) MNogaHHA
HOBOro cepTudikara BifnoBigHOCTI
€Bponeiicbkiin hapmakonei Ne R1-
CEP 2014-063-Rev 00 ans gitoyoi
peyoBuHM Lysine acetate Big HOBOro
BMpo6HuKka AJINOMOTO HEALTH
AND NUTRITION NORTH AMERICA,
INC., USA BBeggeHHS 3MiH MPOTSAroM
6-TV MicSALiB NiCNSA 3aTBEPKEHHS.
3MiHW | TMNY - 3MiHK 3 AKOCTI.
CeprtudhikaT BignosigHocTi/lE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkii
hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudiikata
BiNOBIAHOCTI 260 BUTyYEHHS
cepTtudpikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
ONs BUXIOHOTO
mMaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMIKHOT

€Bponeiicbkiin hapmakone) -
OHOB/EHWIA cepTudikaT Bif yxe

peyoBuHM (cepTudikat BiANOBIAHOCTI

OHOBJIEHOIO cepTudikaTa

3aTBEPKEHOro BUPOGHYMKA - MNMogaHHs
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

BiANOBIAHOCTI EBpoNechkili
chapmakonei Ne R1-CEP 2004-277-
Rev 02 (3atBepmkeHo: R1-CEP 2004-
277-Rev 01) ans gjtoyoi pevyoBuHU
Threonine Big BXe 3aTBEpPAKEHOTO
BMpo6HMKa Amino GmbH, HimeyunHa.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
CepTtudpikat BignosigHoOCTI/lE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkii
thapmakonei/mMmoHorpadii. MogaHHA
HOBOro ab0 OHOBMIEHOTO cepTudiikaTa
BiAMOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa Bi4nNoBiLHOCTI
€sponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMartepiany/peareHTy/NpoMbKHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; ANst AONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) -
OHOBeHWi cepTuddikaT Bif yxe
3aTBEpAKEHOr0 BUPOGHMKa - MoaaHHA
OHOB/IEHOIO cepTudikata
BiANOBIAHOCTI €BpoONechbkili
hapmakonei Ne R1-CEP 2014-227-
Rev 00 (3aTBepmxeHo: RO-CEP 2014-
227-Rev 00) ons f[itoyoi peqyoBuHN
Lysine acetate Big Bxe
3aTBEpPAKEHOro BUpo6HMKa KYOWA
HAKKO BIO CO., LTD. BeefeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHSA. 3MiHM | TUnY - 3MiHK 3
akocTi. CepTudpikaT BignosigHocTi/lE-
cepTuduikar BiANoBiAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHs
HOBOro ab0o OHOBMIEHOr0 cepTudikaTa
BiAMNOBIAHOCTI @60 BUNYyYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
A5 BUXigHOro
MaTtepiany/peareHTy/npomiKHOro
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHULTBI ADI; ANs AONOMDKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonel) -
OHoBneHnn cepTuddikaT Bif yxe
3aTBEPAXEHOro BUPOGHUKa - MogaHHsA
OHOBJIEHOrO cepTudikata
BiANOBIAHOCTI €BpONenchbkili
thapmakonei Ne R1-CEP 2010-155-
Rev 02 (3atBepmkeHo: Ne R1-CEP
2010-155-Rev 01) ans gitouoi
peuyoBuHM Lysine acetate Bif Bxe
3aTBepmkeHoro Bupo6Hnka EVONIK
REXIM S.A.S., ®paHuis. BeegeHHs
3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEepMKEHHSA. 3MiHN | TUNy - 3MiHK 3
akocTi. CepTtucpikaT BignosigHocTi/lE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkii
hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudiikata
BiNOBIAHOCTI 260 BUTyYEHHS
cepTtucpikaTa BiANOBIAHOCTI
€Bponelicbkinn hapmakonei: ans Adl;
ONs BUXIOHOTO
mMaTtepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMIKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHOBNEHWit cepTudikaT Bif yxe
3aTBEPAKEHOro BUPOGHYMKA - MNogaHHs
OHOBJ/IEHOIO cepTudikata
BiANOBIAHOCTI EBpoNechkili
thapmakonei Ne R1-CEP 2014-063-
Rev 01 (3atBepmkeHo: R1-CEP 2014-
063-Rev 00) ans gjto4oi pevyoBuHU
Lysine acetate Big BUPOGHMKa
AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA, INC.,
USA. BBefieHHs1 3MiH NpoTArom 6-tu
MiCALIB MiCN1A 3aTBEPKEHHS.
3MiHW | TMNY - 3MiHK 3 AKOCTI.
CeprtucdhikaT BignosigHocTi/lE-

cepTuduikaT BiaNoBigHOCTI
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

€Bponeiicbkii
hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudiikata
BiNOBIAHOCTI 260 BUTYyYEHHS
cepTtucpikaTa BiANOBIAHOCTI
€Bponelicbkinn hapmakonei: ans Adl;
ONs BUXIOHOTO
mMaTtepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiin hapmakone) -
OHOBNEHWit cepTudikaT Bif yxe
3aTBEPKEHOro BUPOGHYMKA - MNMogaHHs
OHOBJ/IEHOIO cepTudikata
BiANOBIAHOCTI EBpoNechkili
hapmakonei Ne R1-CEP 1999-027-
Rev 04 (3atBepmkeHo: R1-CEP 1999-
027-Rev 03) ans gjtoyoi pevyoBuHU
Histidine Big, Bxe 3aTBEpAKEHOro
BMpo6Huka KYOWA HAKKO BIO CO.,
LTD. BBefeHHs1 3MiH NpOTAroM 6-Tn
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHu ||
Tuny - 3MiHK 3 sKocTi. [oTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[0MyCTUMUX MEX, BCTAHOB/IEHUX Y
cneuundikauisx, nig yac BUPO6HULTBA
rOTOBOTO J1iKapCbKOro 3acoby
(pO3LWMpeHHs 3aTBEPAKEHNX
[OMYCTUMUX MEX A/19 NOKa3HWUKIB, SKi
MOXYTb MaT iCTOTHWIA BN/INB Ha
3arasibHy AKICTb FOTOBOrO NiKapCbKOro
3aco6y) Po3lumpeHHss MeX O/151 BUCOTH
(ToBLMHW) Aapa TabneTkn 3 7,0 MM-
7,4 MM go 7,0 Mm -7,7 MM B npoLeci
BUpo6HMLTBa IPC. BBEAEHHSA 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBepMXEHHS. 3MiHu I TUNY - 3MiHK 3
AKOCTi. A®I. (iHWi 3miHM) OHOBNEHHSA
ASMF Ha pgjtouy peyoBrHy anba-
KEeTOi30/1eMLUMH Bif 3aTBEPXXEHOr0
BMPOGHMKA, SIKWIA 3MIHWB Ha3BYy 3
Evonik Nutrition & Care GmbH,
HimeyumHa Ha Evonik Operations
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

GmbH, HimeuunHa (3aTBepKeHO:
2018-1); 3anponoHoBaHo: 2021-1).
Agnpeca BUPOGHNYOT AiNbHULI HE
3MiHWNach. BBefeHHA 3MiH NPOTAroM
6-TV MicALiB NiCNSA 3aTBEPAKEHHS.
3MiHu Il Tuny - 3MiHn 3 akocTi. AdL.
(iHWi 3miHM) OHoBNeHHA ASMF Ha
4itouy peyoBuHy anbga-KeTonenumnHy
Bifl 3aTBEPKEHOr0 BUPOOHNMKA, KNI
3MiHMB Ha3By 3 Evonik Nutrition &
Care GmbH, HimeyunHa Ha Evonik
Operations GmbH, HimeuyunHa
(3aTBEpaxeHo: 2018-1);
3anponoHosaHo: 2021-1). Agpeca
BMPOGHMYOT AiNbHULI HE 3MIHWNACh.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepgkeHHs. 3MiHu Il Tuny -
3MmiHK 3 gKocTi. A®I. (iHLWi 3MiHK)
OHoBneHHA ASMF Ha fjtody peqoBuHy
anbga-keTodeHinanaHiH Big,
3aTBEpPIXEHOr0 BUPOOHNMKA, AKNiA
3MiHMB Ha3By 3 Evonik Nutrition &
Care GmbH, HimeyunHa Ha Evonik
Operations GmbH, HimeuyunHa
(3aTBEpaxeHo: 2018-1);
3anponoHosaHo: 2021-1). Agpeca
BMPOGHMWYOT Ai/TbHNL HE 3MIHMNACh.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmkeHHs. 3MiHu Il Tuny -
3MiHK 3 gKocTi. API. (iHLWi 3MiHK)
OHoBneHHA ASMF Ha fjtody peqoBuHy
anba-KeToBaNiHy Bif 3aTBEPAKEHOIO
BMPOGHMKA, SKNIA 3MIHWB Ha3BY 3
Evonik Nutrition & Care GmbH,
HimeuumHa Ha Evonik Operations
GmbH, HimeuyuunHa (3aTBEpOKEHO:
2018-1); 3anponoHoBaHo: 2021-1).
Agnpeca BUPOGHNYOT AiNbHUL He
3MiHUack. BBegeHHs1 3MiH NpoTArom
6-Tn MicALIB NiCNA 3aTBEPKEHHS.
3Minn |l Tuny - 3MiHn 3 akocTi. AdL.
(iHwWi 3miHn) OHoBNeHHs ASMF Ha
Jitouy peyoBuHy anbda-
ri4POKCUMETIOHIH BiJ 3aTBEPAKEHOTO
BMPOGHUKA, KU 3MIHMB Ha3BY 3
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
Evonik Nutrition & Care GmbH,
HimeuunHa Ha Evonik Operations
GmbH, HimeuyuunHa (3aTBEpOKEHO:
2018-1); 3anponoHoBaHo: 2021-1).
Agnpeca BUPOOHNYOT AiNbHUL He
3MiHUack. BBegeHHs1 3MiH NpoTsArom
6-T1 MicsLIB NicNsA 3aTBEPKEHHS.
104. | KNATIHON® TabneTkun, BKPUTI OPrAHOCUWH OAE EBepTogKeH IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/5974/01/01
060/10HKot0, No 500 NAN®CAEHC Naiich CaeHcns mMaTtepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
Mr + TabneTtku, N3 (E® 3ET I) Nimiten sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.

BKPUTi 060/I0HKOIO,
no 250 mr + kancynu
no 30 wmr;
KOMGiHOBaHWiA Habip
ANna nepopasibHoro
3acTocyBaHHs No42:
2 TabneTkn XOBTOro
KONbOpY Kpyrnoi
dopmu (TUHIgaszony)
+ 2 TabneTtkn
XOBTOrO KOJIbOpY
nosractoi oopMmn
(knapuTpomiuuHy) +
2 kancynu
(naHconpasony) y
cTpvni, no 7 cTpunis
Y KapTOHHIl nauu;
KOMGIHOBaHMIA Habip
AN5 nepopasibHOro
3acTocyBaHHA Ne42:
2 TabneTKkn XoBTOro
KONbOPY Kpyrnoi
hopmu (TUHIgasony)
+ 2 Tabnetku
XXOBTOrO KOJIbOPY
nosractoi hoopMun
(knapuTpoMiLmMHY) +
2 kancynu
(naHconpasony) —y
6nictepi, no 7
6nictepiB y
KapTOHHIN navui

KOHTposb roToBOro nikapcbKoro
3acoby. 3miHa napameTpiB
cneuudikauii Ta/abo AonycTUMmX
MEX rOTOBOr0 NiKapCbKoro 3acoby
(iHWi 3miHW) 3miHa y cneumgikauii 3a
NOKa3HWKOM "P0O34YMHEHHA" ANa Kancyn
naHconpasony no 30 Mr ans
npuBeAeHHA y BiANOBIAHICTb A0 BUMOT
USP.
3arBepaeHo: Po3umHeHHs y 0,1 N
PO34MHI X/TOPUCTOBOAHEBOI KNCMOTU:
KiNbKIiCTb NaHconpasony, Lo
nepewna y po3yvH yepes 2 rof, Mae
6yTY He GinbLue 10% BiA BMICTY,
3a3HavyeHoro y posgini «Cknag Ha
OAHY Kancyny». PO3UMHEHHS Y
chocchaTHOMy 6ychepHOMy po3uuHi pH
7,4: KinbKiCTb NaHconpasony, o
nepeiilwna y po3uvH yepes 45 xB, Mae
6yTn He MeHLWwe 75% (Q) Big BMICTY,
3a3HayeHoro y posgini «Cknag Ha
OAHY Kancyny».
3anponoHoBaHo: Po3unHeHHA y 0,1 N
PO34MHI X/TOPUCTOBOAHEBOI KNCNOTU:
KiNbKIiCTb laHcoNpasony, Lo
nepeiiwna y po3ymH yepes 60 xB, Mae
6yTu He 6inbLe 10% Big BMICTY,
3a3HayveHoro y po3sgaini «Cknag Ha
OfHY Kancyny». PO3UMHEHHS Y
hocchaTHOoMy BydhepHOMY po3unHi pH
6,8: KiflbKiCTb 1TaHconpasony, Lo
nepeiiwna y po3ymH yepes 60 xB, Mae
6yTn He MeHLwe 80% (Q) Bia BMICTY,
3a3HayveHoro y po3sgaini «Cknag Ha
Of1HY Karncysy».
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,

ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

3MiHu | TUNYy - 3MiHK 3 siKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpOb roToBoro
nikapcbkoro 3acoby. 3miHa y MeToaax
BUMPOBYBaHHA rOTOBOrO NiKapCbKOro
3aco06y (iHWi 3MiHK Yy meTodax
BMNpoGyBaHb (BK/IOYaouM 3amiHy abo
[ONOBHEHHS)) 3MiHa Y MeToAj
BMNPOGYBaHHA 3a NOKa3HUKOM
"P0O34MHEHHA" ANAa Kancyn
naxconpasony no 30 Mr ansa
npuBELEHHS Y BiANOBIAHICTb A0 BUMOT
USP. 3miHa cTocyeTbes 06'emiB
cepefoBuLLA PO3YUHEHHS, LIBWUAKOCTI
obepTaHHsA flonarti, 4acy po34nMHEHHS,
NPUroTyBaHHS CTaHAAPTHUX PO3YMHIB,
npoueaypu BAMIpIOBaHHS Ta
pO3paxyHKOBMX pOpMy/.

105.

KNOTPUMA30O
n

Masb 1% no20ry

Ty6i; no 1 Ty6i B
nauuj 3 KapToHy

OPTAHOCVIH
NAADCAEHC
N3 (E® 3ET I

OAE

EHK'106 ETikan3
MpaiisiT NimiTeq

IHAis

BHECEHHS 3MiH 10 peecTpaLiiiHnX
MaTtepianis: 3miHu | TUNy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa napameTpis
crneungikauii Ta/abo fonycTuMmx
MeX roTOBOrO NlikapCbKOro 3acoby
(iHWi 3miHW) CynyTHA 3MiHa - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro
3aco0by (419 npuBeAEeHHS Y
BignoBigHICTb 3 APY abo
€BponeicbKolo thapmakoneeto Ta
BWJTyYEHHA NOCUNIaHHA Ha 3acTapinuii
BHYTPILLHIA MeToA BUNPOBYBaHHS i
10ro HoMep) - BHECEHHS peaKLiiHnX
3MiH [0 crneundikauii Ta meTois
KOHTpPO/I0 3a n. «MikpobionoriyHa
YMCTOTa» Yy 3B’A3KY 3 NPUBEAEHHAM [0
Bumor EP.

6e3
peyenma

UA/8794/01/01

106.

KONAPEKC
MAKCreun 3l
CMAKOM
nicoBux Arig,

NOPOLLIOK ANsi

OpaJsIbHOTO PO3UMHY,
no 5 a6o 10 nakeTis
Y KapTOHHii kopobLi

CTAOA
ApuHaiimitTen
b Al

HimeyuunH
a

XAJNEOH
ANKANA, C.A.

IcnaHis

BHECEHHS 3MiH 10 peecTpavLinHnx
mMaTtepianis: 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaZKEHHS AiS/IbHOCTI
BMpO6HMKa/iMnopTepa rotoBoro

6e3
peyenma

nionsieae

UA/12334/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

nikapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYCKy cepii abo micue
NPOBEEHHA KOHTPOJIIO SIKOCTI.
(misnbHICTB, 3a AKy BigNOBILaE
BMPOGHUK/iIMNOPTEP, BKIKOYAKOUM
BMNYCK Cepiil) 3MiHa HaliMeHyBaHHA Ta
afipecy MicLs NPOBaKEHHS
AiSNIbHOCTI BUPOOHMKA roTOBOro
nikapcbKoro 3acoby, BKIoUaun
AOinbHULIO BUNYCKY cepii. 3MiHN
BHECEHO B iHCTPYKL,i0 4515 MEANYHOrO
3aCTOCYyBaHHSA Nikapcbkoro 3acoby y
po3ainu "BupobHuk",
"MicLe3HaxomkeHHs BUPOGHMKa Ta
ajpeca MicLs NpoBaXeHHs Moro
LisinbHOCTI" 3 BiANOBIAHNMY 3MiHAMY B
TEKCTi MapKyBaHHS yNakoBOK.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB
nicns 3aTBepKeHHs.

107.

KONAPEKC
XOTPEM 3I
CMAKOM
NMNMOHY

MOPOLLIOK ANs
OpasIbHOrO PO3YMHY;
no 5 r NopoLuKky y
nakeTuky; no 5 abo
10 nakeTukiB y
KapTOHHIA Kopoo6Li

CTAOA
ApuHaiimitren
b Al

HimeyuuH
a

XANEOH
ANKANA, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavLjiiiHnX
mMartepianis: 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NpoBaPKeHHA AiA/IbHOCTI
BMpO6HMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIYaum
OinbHULI BUNYyCKy cepii abo micue
NpOBeEeHHA KOHTPOJIKO SIKOCTI.
(BisnbHICTb, 3a SKy BignoBigae
BMPOGHUK/iIMNOPTEP, BK/IKYAKOUM
BUMNYCK cepiii). 3MiHa HaliMeHyBaHHs
Ta agpecu Micusa NPoBamXeHHs
[iSIbHOCTI BUPOOHMKA roTOBOrO
niKkapcbKoro 3acoby, BKIYaumn
AiNbHULIK0 BUNYCKY cepii.
3MiHV BHECEHO B iHCTPYKL,it0 AN
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ainu "BupobHuk",
"MicLe3HaxomKeHHs1 BUpOGHMKa Ta
ajpeca MicLs NpoBapKeHHs oro
AisnbHOCTI" 3 Bi4NOBIAHUMY 3MiHAMU B
TEKCTi MapKyBaHHS1 yNakoBOK. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micsuiB
nicns 3aTBepAKEHHS.

6e3
peyenma

nidnsieae

UA/2560/01/01

108.

KOHBEPIYM

Tabnetkn no 150 mr,

Megokemi

Kinp

Mepgokemi T

Kinp

BHECEHHS 3MiH 0 peecTpaLiiHNX

3a

He nionsicae

UA/12201/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

no 10 TabneTtok y
6nictepi, no 3 abo
10 6nicTepis B
KapTOHHI ynakoBLi

nTo

(LeHTpanbHuii
3aBog)

MaTtepianis: 3miHu | TMny - 3MiHK
LoAo 6e3snekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapakTepucTuL Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeANYHOro 3acTOCyBaHHSA
reHepUYHMX/ribpuaHnX/6ionodibHMX
nikapcbknx 3acobiB nicns BHECEHHS
Tiei camoi 3MiHV Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HafaHHS XXOLHNX HOBUX AOAATKOBMX
AaHnx) 3MiHN BHECEHO B iHCTPYKL,i10
AN MeAnYHOro 3acToCyBaHHsA
NiKapcbKoro 3acoby o posgainis
"®apmakoorivyHi BacTmBocTi",
"MpoTunokasaHHA", "B3aemopis 3
iHLIMMKM NikapcbkMKn 3acobamu Ta
iHWi BUAn B3aemopiii”, "OcobnnBocCTi
3acTocyBaHHs", "3acTocyBaHHs Y
nepiog, BaritTHOCTi abo rogyBaHHs
rpyaate”, "3gartHicTb BIMBATH HA
LWBWAKICTb peakuii npy KepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWMMK
MexaHismamu" Ta "MobiuHi peaku,ii”
BigNoBigHO A0 iHhopmau,i Wwoao
MeJMNYHOro 3aCTOCYBaHHS
pechepeHTHOro nikapcbKoro 3acoby
(Aprovel, tablets, 150 mg). BBegeHHs
3MiH NPOTArom 6-Tu micAuiB nicns
3aTBEPMKEHHS. 3MiHW | Tuny - 3MiHK
oo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHun
BHECEHO B iHCTPYKL,t0 415 MEAUYHOIO
3aCTOCyBaHHSA fikapcbkoro 3acoby Ao
po3giny "Mo6iuHi peakwyji" woao
noBiAOMEHb NPO Nif03poBaHi NOGiYHI
peakuii. BBeieHHs 3MiH NPOTSArom 6-Tu
MiCALIB MiCNs 3aTBEPLKEHHS.

peyenmom

109.

KOHBEPIYM

Tabnetku no 300 mr,
no 10 TabneTtok y
6nictepi, no 3 abo
10 6nicTepis B
KapTOHHI ynakoBLi

Mepokemi
nTa

Kinp

Mepokemi T[],
(LeHTpanbHuii
3aBog)

Kinp

BHECEHHS 3MiH 10 peecTpaLiiiHnX
maTtepianis: 3miHu | TMny - 3MiHK
LoAo 6e3snekn/edpeKTBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpOTKili
XapakTepucTuL Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHs

3a
peyenmom

He nionszae

UA/12201/01/02
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

reHepuYHMX/ribpuaHnX/6ionodibHMX
nikapcbknx 3acobiB Nicn1s BHECEHHS
Tiei camoi 3MiHV Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HafaHHS XXOAHWNX HOBUX AOAATKOBMX
AaHnx) 3MiHN BHECEHO B iIHCTPYKL,i10
AN MeAnYHOro 3acToCyBaHHsA
NiKapcbKoro 3acoby o po3gainis
"®apmakonorivyHi BacTmBocTi",
"MpoTunokasaHHA", "B3aemopis 3
iHLIMMKM NikapcbkMKn 3acobamu Ta
iHWi BUAn B3aemopiii”, "OcobnnBocCTi
3acTocyBaHHs", "3acTocyBaHHsA Y
nepiog, BaritTHOCTi abo rogyBaHHs
rpyaate”, "3gartHicTb BIMBaTH Ha
LWBMAKICTb peakuii npy KepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWMMK
MexaHismamu" Ta "MobiuHi peakuii”
BignoBigHO A0 iHhopmau,i Wwoao
MeJMNYHOro 3aCTOCYBaHHS
pechepeHTHOro nikapcbkoro 3acoby
(Aprovel, tablets, 150 mg). BBegeHHs
3MiH NPOTAroM 6-Tu micAuiB nicns
3aTBEPMKEHHS. 3MiHW | TUny - 3MiHK
oo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHun
BHECEHO B iHCTPYKL,t0 4151 MEAUYHOIO
3aCTOCyBaHHSA fikapcbkoro 3acoby Ao
po3giny "Mo6iuHi peakwyji" wono
noBiAOM/IEHb NPO Nif03poBaHi NOGiYHI
peakuii. BBeieHHs 3MiH NpOTArom 6-Tu
MiCALIB MiCNs 3aTBEPKEHHS.

110.

KOPBAJIMEHT
®

Kancysnm m'ski no
100 wmr; no 10
Kancyn y énictepax;
no 10 kancyn y
6nictepi; no 3
6nicTepun y nauui; no
20 kancyny
6nictepi; no 1 a6o
no 3, a6o no 4
6nictepu y nauui

AT

"KNIBCbKN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT

"KUIBCbKUI

BITAMIHHUN
3ABOJ"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMaTtepianis: 3MiHu | TNy - 3MiHN WOA0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
OHOB/IEHHSI TEKCTY MapKyBaHHS
BTOPWHHOI YNaKkoBKM NiKapCbKoro
3acoby, a came: Ay6/10BaHHA TEKCTY
aHrNifNcbKo MOBOID, a Takox y n.17.
IHLE nepBrHHOI Ta BTOPUHHOT
ynakoBOK oAaHo iHdhopMaLiito npo
noroTun 3asiBHUKa. TepMiH BBEEHHS
3MiH - NpOTArom 6 MicAuiB nicns
3aTBEpPKEHHS.

6e3
peyenma

UA/3969/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
111. | KOTENNIK® TabneTkun, BKpUTI TOB «Pou YkpaiHa Brvpo6HMuTBO Lseiiuapis/ BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a He nionsieae UA/15199/01/01
nNiBKOBOKO YKpaiHa» Hepo3dgacoBaHO HimeuuunHa/ MaTtepianis: 3miHu | TMny - 3MiHn peyenmom
060/10HKot0, no 20 T npoaykuji, Loao 6e3nekn/edpeKTBHOCTI Ta
Mr; no 21 Tabnetuiy BUNPOBYBaHHSA thapmakoHarnsgy. 3miHa y KopoTkili
6nictepi; no 3 KOHTPOJIH0 SIKOCTI XapakTepucTuLi Nikapcbkoro 3acooby,
6nictepu y npu BUMNYyCKy TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
KapTOHHIA Kopoo6Li (mikpobionoriyHa MeAUYHOro 3acToCyBaHHA Ha nigcTasi
yncToTa): perynsipHoO OHOB/HOBAHOTO 3BiTY 3
®.XothpmaHH- 6e3nekn nikapcbkoro 3acoby, abo
Na Pow 14, nocnimkeHb 3 6e3neku 3acTocyBaHHS
Llseiuapis; nikapcbKoro 3acoby B
B1po6HMLUTBO nicnspeecTpauiiHuii nepiog, abo sk
Hepo3acoBaHO pesynbTaT OLiHK/ 3BITY 3 AOCAIIKEHD,
T npoAykuji, npoBefeHnX BigNoBIAHO 40 NnaHy
BMNPOOYBaHHSA negiatpuyHux gocnigxexsb (PIP)
KOHTPOIO AKOCTI (3MiHy Y3rof>X€HO 3 KOMMETEHTHNUM
npu YNOBHOB&XEHVIM OpraHoMm)

cTabinbHOCTI Ta
BMNYCKY (OKpiM
MiKpo6iosioriyHol
4YNCTOTH):
Ekcenna NméX
eHp, Ko. KT,
HimeuyuunHa;
BunpobyBaHHs
KOHTPOJIHO SIKOCTI
npv BUNYCKY:
. XodpdpmaHH-
Na Pouw J1tg,
LlBeiiuapis;
BunpobyBaHHs
KOHTPOJIH0 SIKOCTI
npv
cTabinbHOCTI Ta
BUMYCKY
(mikpobionoriyHa
yucToTa):
Na6op JIC CE
eHg Ko. KT,
HimeuuunHa;
[MepBuHHE Ta
BTOPVIHHE
nakyBaHHs,
BMNPOBYBaHHSA
KOHTPOJIH0 AKOCTI

3MiHN BHECEHO A0 IHCTPYKUIiT Ans
Me/ZMYHOro 3aCTOCYBaHHS NiKapCbKoro

3acoby 8o po3giny "MobivHi peaxuii”
BiANOBIAHO A0 pekomeHaauii PRAC

EMA wopfo 6e3nekun nikapcbkoro

3acoby. TepmiH BBEAEHHS 3MiH
npoTArom 6 micAuis nicns
3aTBEPKEHHS.
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
npu
cTabinbHOCTI:
Oenbdhapm
MinaHo, C.P.J1.,
ITanis;
Bunyck cepii:
. XodhpmaHH-
Na Pouw J1tg,
LLIBeliLapis
112. | KPAMMNAIKA TabneTkun, BKpUTI MicTtpan AHrnis anbTepHaTMBHaA Ipeuis BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a UA/18941/01/01
nNiBKOBOKO Kenitan nepBuUHHA mMaTtepianis: 3miHu | TUNy - 3MiHK 3 peyenmom
060/10HKO0, Mo 250 MeHempKMeHT yrakoBKa, [KocTi. [0TOBWIA Nikapcbkuii 3aci6.
mr; no 10 TabneTok Nimiten BTOPVHHA Onuc Ta cknag,. 3miHa y ckniagi
y 6nictepi; no 3 ynakoBka: (8ONOMIXHUX peYoBMHAX) FOTOBOrO
6nictepu y ®APMATEH nikapcbKoro 3acoby (cmakoBi J06aBku
KapTOHHIN nayui IHTEPHELUHN a6o 6apBHVKK) - [lofaBaHHs,
CA, peuis; BUJTyYEHHS1 ab0 3amiHa - 3MiHa LWoa0
BUPOGHMLITBO 3aMiHV BMICTY €TWI0BOrO CNUpTY,
roToBOI AKUIA BUKOPUCTOBYETLCS Ha eTani
nikapcbKoi HaHeCeHHs NoKpUTTA ANA
dopmu, NPUroTyBaHHS PO3YUHY AN MOKPUTTS,
nepBrHHa Ta Ha BOAY OuYWLLEHY Y BiAMNOBIAHOCTI A0
BTOPVHHA HacTaHoBM ICH Q3C (R8) woao
ynakoBKa, OOMILLOK. 3MiHu | TUNy - 3MiHK 3
KOHTPO/b cepii, saKocTi. CepTudikat BignosigHoOCTI/TE-
BUMYCK Cepii: cepTtudikaT BifgnoBigHOCTI
dapmateH CA, €Bponeiicbkii
Mpeuis thapmakonei/MmoHorpadii. MogaHHA

HOBOro ab0o OHOBMIEHOTO cepTudikaTa
BiAMOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa BigNOBILHOCTI
€Bponelicbkin hapmakonei: ans Adl;
[N BUXIQHOrO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA Y
BMPO6HULTBI A®I; ANst AONOMIXHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€poneiicbkili hapmakonei) - Hosuii
cepTudikar Bi HOBOrO BYPOGHMKA
(3amiHa abo AONOBHEHHS) NOAAHHSA
HoBoro cepTudikaty R1-CEP 2012-
325-Rev 00 gna [itoyoi pevoBuHU
neBeTvpaLieTamy Bif HOBOrO
BMpo6HMKa Zhejiang Huahai
Pharmaceutical Co. Ltd., China.
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
113. | KPAMMAZIKA TabneTkun, BKpUTI MicTtpan AHrnis anbTepHaTMBHaA Ipeuis BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a UA/18941/01/02
nNiBKOBOKO Kenitan nepBuUHHa mMaTtepianis: 3miHu | TUNy - 3MiHK 3 peyenmom
o60s10HKoto, no 500 MeHempKMeHT yMakoBKa, AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Mmr; no 10 TabneTok Nimiteq BTOPVHHA Onuc Ta cknag,. 3miHa y cknagi
y 6nictepi; no 3 ynakoBka: (BONOMIXHUX peYOBMHAX) FOTOBOrO
6nictepu y ®APMATEH nikapcbKoro 3acoby (cmakoBi J06aBku
KapTOHHII nayi IHTEPHELUHN a60 6apBHUKK) - [lofaBaHHS,
CA, peuis; BW/TyYEHHS1 ab0 3amiHa - 3MiHa LWoa0
BMPOGHMLTBO 3aMiHW BMICTY eTW/I0BOrO CnpTY,
roToBOI AKUIA BUKOPUCTOBYETLCS Ha eTani
nikapcbKoi HaHeCeHHs NoKpUTTA AN
dhopmu, NPUroTyBaHHS PO3YUHY AN NOKPUTTS,
nepBrHHa Ta Ha BOAY OuYWLLEHY Y BiANOBIAHOCTI A0
BTOPVHHA HacTaHoBM ICH Q3C (R8) woao
yrakoBKa, OOMILLOK. 3MiHW | TURY - 3MiHKW 3
KOHTPO/b cepii, aKocTi. CepTudikat BignosigHocCTI/TE-
BUMYCK Cepii: cepTtudikaT BifgnoBigHOCTI
dapmateH CA, €Bponeiicbkii
peuis thapmakonei/moHorpadii. NMogaHHs
HOBOro ab0 OHOBMIEHOTO cepTudikaTa
BiAMNOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa Bi4nNoBILHOCTI
€sponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMartepiany/peareHTy/NpoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYKOTHLCA Y
BMPO6HULTBI A®I; ANst AONOMIKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€poneiicbki thapmakonei) - Hosuia
cepTudikat Bi HOBOrO BYPOGHMKA
(3amiHa abo AONOBHEHHS) NOAAHHSA
HoBoro cepTudikaty R1-CEP 2012-
325-Rev 00 ansa [io4oi peyoBmHM
neBeTvpaLieTamy Bif HOBOrO
BMpo6HMKa Zhejiang Huahai
Pharmaceutical Co. Ltd., China.
114. | KCAPENTO® TabneTkun, BKpUTI Baiiep Al HimeuumnH 0151 BCbOTO HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a He niidnsieae UA/9201/01/04
NNiBKOBOKO a BMPOBHNYOTO ITanis mMaTtepianis: 3MiHu | TUNy - 3MiHN WOA0 peyernmom
060510HKot0, No 2,5 npowecy: 6e3nekn/edheKTNBHOCTI Ta
mr; no 14 TabneTok Baiiep AT, thapmakoHarnsgy. 3miHa y KopoTkili
y 6nicTepi; no 1 abo HimeuunHa XapakTepucTuLi Nikapcbkoro 3acooby,

4 6nictepu B
KapTOHHIN nauui

Baiiep Xenckep
MaHyhakTypiHr
C.P.J1,, Itania

TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHoO OHOB/OBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
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n/n

JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

115.

NASOJIEKC

[O/151 BTOPVMHHOTO
nakyBaHHs:
LTeremaHH

m6X i Ko. KT,
HimeuunHa

JocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpuyHux gocnigxexb (PIP)
(3MiHy Y3rof)X€HO 3 KOMMETEHTHUM
YMNOBHOB&XEHVM OpraHom). 3MiHu
BHECEHO A0 IHCTPYKLiT 4518 MeANYHOro
3aCTOCyBaHHSA fikapcbkoro 3acoby Ao
po3giny "Mo6iuHi peakwyji" wono
MOX/IMBOIO MOLUKOKEHHA HUPOK,
acouilioBaHoro i3 3aCTOCyBaHHAM
aHTMKOarynsHTa BignoBigHO A0
pekomeHgauii PRAC EMA. BeegeHHs
3MiH NPOTAroMm 4 Micauis nicns
3aTBEPMKEHHS. 3MiHuW | TNy -
AZMiHICTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYyCKy cepii abo micue

NPOBEeEHHA KOHTPOJIIO SIKOCTI.
(misnbHICTB, 3a AKy BigNOBILaE
BMPOGHMK/IMNOPTEpP, He BKIYaym
BWMYCK cepiii). 3MiHa Ha3BM
nignpuemMcTsa, BiANOBIAA/ILHOIO 3a
BTOPUHHE NakyBaHHS NiKkapCbKoro
3acoby.

po34nH Ans
iHranauin Ta
nepopasibHOro
3acTocyBaHHs, 7,5
mr/ma no 1 mn B
amnyni; no 2 Mn B
amnyni; no 4 mn B
amnyni; no 5, no 10
a6o no 20 amnyny
nauui 3 KapToHy

TOB
«®APMACEN

»

YkpaiHa

TOB
«®APMACE/1»

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHnux
marepianis: 3MiHu | TUNY - 3MiHK 3
[KocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKkynoptoBasnbHuii 3aci6.
3MiHa po3Mipy ynakoBk/ roToBOro
NiKapcbKoro 3acoby (3MiHa KisIbKOCTi
OAMHMLb (Hanpuknag TabneTok,
amnyJs TOLLO) B yrnakosLi:) - 3MiHa
nosa fjianasoHoM 3aTBEPAKEHNX
pO3MipiB yNakoBKN BBEAEHHS
[0AaTKOBOr0 PO3Mipy ynakoBku: no 1
M/, No 2 MA, no 4 mn B amnyni Nel0,
Ne20. 3MiHM BHECEHO B iHCTPYKLiiO
AN MeANYHOro 3acToCyBaHHsA

6e3
peyenma

nionsieae

UA/12750/02/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
nNiKapcbkoro 3acoby B po3fin
"YnakoBka" y 3B'A3Ky 3 BBEEHHAM
[04aTKOBUX YNakoBOK, ik HACMifOK -
3aTBEPKEHHS TEKCTY MapKyBaHHS
[04aTKOBMX YMakoBOK NiKapCbKOoro
3acoby. BBegeHHs 3MiH NpOTArom 6-Tu
MicsILiB Micns 3aTBEPKEHHS.
116. | TAMIKTAN TabneTku, Wo nakcoCwmitKn Benvka [endapm Monbwa BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX 3a UA/0452/01/01
OncnepryTbes, no AiH EkcnopT BpuTaHis Mo3HaHb C.A. mMaTtepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
5 wmr; no 14 Nimiten sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
TabneTok y 6nictepi; KOHTposb roToBOro nikapcbKoro
no 2 6nictepu B 3aco06y (iHwWi 3MiHK) OHOBMIEHHS BXe
KapTOHHI kopobLyj; 3aTBEPKEHNX METO/IB KOHTPO/IO
no 30 TabneTok y AKOCTI Nlikapcbkoro 3acoby, a came:
chnakoHi; no 1 BUKNAAEHHS TEKCTY AEPXKaBHO
ch/1akoHy B MOBOIO 3TiJHO Cy4aCHWNX BUMOT.
KapTOHHI Kopoo6Lli
117. | NAMIKTAN TabneTku, LWo nakcoCmitKn Benuka Oendhapm Monbwa BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/0452/01/03
AncnepryoTbes, no AliH EkcnopT BpuTtaHis Mo3HaHb C.A. marepianis: 3mMiHu | Tuny - 3miHu 3 peyenmom
50 wmr; no 14 Nimiteq SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
TabneTok y 6nictepi; KOHTpO/b roTOBOrO NiKapcbKoro
no 2 6nictepu B 3aco6y (iHWi 3MiHN) OHOBMIEHHSA BXe
KapTOHHI KOPOOL; 3aTBEPKEHNX METOAIB KOHTPOSIO
AKOCTI Nikapcbkoro 3acoby, a came:
BUKNAAEHHSA TEKCTY [ilep>XXaBHO
MOBOIO 3[ifJHO CY4aCHWNX BUMOT.
118. | TAMIKTAN TabneTtku, Wo nakcoCmitKn Benuka Jendhapm Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a UA/0452/01/04
AncnepryoTbes, no AliH EkcnopT BpuTtaHis Mo3HaHb C.A. marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
100 wr; no 14 Nimiteq AKocTi. [0TOBWIA Nikapcbknii 3aci6.
TabneTok y 6nictepi; KOHTPO/1b rOTOBOrO NikapcbKoro
no 2 6nictepu B 3aco06y (iHWi 3MiHN) OHOBMIEHHSA BXEe
KapTOHHI KopooLi 3aTBEPAXEHUX METOZIB KOHTPO/IHO
AKOCTI SlikapcbKoro 3acoby, a came:
BUKTAAEHHS TEKCTY [iepXXaBHO
MOBOIO 3TifHO CY4aCHWNX BUMOT.
119. | TIAMOTPUH® Tabnetku TOB "ACIHO YkpaiHa dapmallac C.A. peuis BHECEHHS 3MiH [10 peecTpaLiiiHmx 3a He nidnsieae UA/14222/01/02
aucneprosati, no 50 YKPAIHA" martepianis: 3MiHu | TUny - 3MiHK peyenmom

Mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHIN nayui

Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NiacTasi

perynsipHO OHOBJIOBAHOTO 3BITY 3

6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHVX BifnoBigHO 40 niaHy
negjiatpuyHunx gocnigxexn (PIP)
(3MiHY Y3rof>X€HO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHM BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHSA NiKkapCbKoro
3acoby y po3ginn "OcobanBocCTi
3acTocyBaHHsA", "MNepepo3yBaHHA",
"MobiyHi peakuii” BigMoBigHO A0
OHOBNEHOI iHhopMaLii 3 6e3nekn
Lit040i pevyoBuHN. BBegeHHS 3MiH
npoTArom 6-T1 MicAuiB micnsa
3aTBEPKEHHS.

120.

NAMOTPUH®

TabneTku
Avcneprosati, No
100 mr; no 10
TabneTtok y 6nicrepi;
no 3 6nictepn y
KapTOHHII nauui

TOB "ACIHO
YKPAIHA"

Ykpaina

dapmallac C.A.

pevis

BHECEHHS 3MiH [0 peecTpaLiiHnX
mMaTtepianis: 3miHu | Tuny - 3MiHn
oo 6e3snekun/edpekTMBHOCTI Ta
hapmMakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLj Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAUYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3nekn 3acTocyBaHHS
niKapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BiTy 3 AOC/IHKEHD,
npoBeAeHVX BifnoBigHO 40 naHy
neaiatpuyHux gocnipkeHs (PIP)
(3MiHY Y3rof)keHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHM BHECEHO [0 IHCTPYKLUiT Ans
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginu "OcobnnBocCTi
3actocyBaHHs", "lMepeno3yBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO A0
OHOBJIEHOI iHhopMaLii 3 6e3neku
Lito40i pevyoBuHU. BBeAeHHS 3MiH
npoTArom 6-Tn MicAuiB nmicns
3aTBEPMAKEHHS.

3a
peuerimom

He nionsizae

UA/14222/01/03

121.

NAMOTPUH®

TabneTku
[Aucneproeai, no 25
mr; no 10 TabneTok

TOB "ACIHO
YKPAIHA"

YkpaiHa

dapmallac C.A.

Ipevis

BHECEHHS 3MiH 10 peecTpavLinHnx
MaTtepianis: 3miHu | Tuny - 3MiHn
Loa0 6e3nekn/edpeKTMBHOCTI Ta

3a
peyenmom

He nionsicae

UA/14222/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

y 6nictepi; no 3
6nictepn y
KapTOHHIM navui

hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHoO OHOB/HOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpuyHux gocnigxexsb (PIP)
(3MiHy Y3rof>X€HO 3 KOMMETEHTHNUM
YNOBHOB&XEHVIM OpraHoM)
3MiHM BHECEHO [0 iHCTPYKLUIiT Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro
3acoby y po3ginn "OcobanBocCTi
3actocyBaHHsa", "lMepeno3yBaHHA",
"Mo6iyHi peaxuii” BigNoBiAHO 40
OHOB/IEHOI iHdhopMaLiii 3 6e3nekn
Litoyoi pevoBunHN. BBeAEeHHS 3MiH
NpOTArom 6-Tv MicauiB nicns
3aTBEPKEHHS.

122,

NAHOTAH® T

Kpansi O4Hi, po3ynH
noz25mMny
dnakoHi; no 1
dhnakoHy y nauui 3
KapToHYy

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHnX
martepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. BunyyeHHs
BMPOGHUYOI AinbHUL (BKIHOYAKUN
AinbHuui ans A®l, npomixHoro
NPOAYKTY abo roTOBOro NiKapcbKoro
3aco6y, AiNbHULI 4719 NPOBEAEHHS
nakyBaHHsl, BUPOGHUKA,
BiANOBiAaNbHOrO 3a BUNYCK Cepiid,
MicLle NPOBeAEHHSA KOHTPO/IIO cepil)
abo noctavasibHuKa BUXIAHOMO
martepiany, peareHty abo fOMOMKHOT
PEYOBMHM (SKLLIO 3a3HAYEHO Y JOCHE) -
BW/IYYEHHS Ai/TbHULi BUPOOHUMTBA
A®| Tumonony manear Sicor Societa
Italiana Corticosteroidi S.r.I, Itanis
(3aTBEpAXEHUI BUPOGHKMK Pliva
Croatia Ltd., XopsaTisi). 3MiHu | TURY -
3MiHu 3 sKocTi. FoTOBMIA NiKapCbKuii
3aci6. KOHTpO/1b rOTOBOro NiKapcbkoro
3acoby. 3miHa napameTpis
cneunqikauii Ta/abo gonycTuMmx

3a
peyenmom

UA/14936/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

MeX roTOBOrO NlikapCbKoro 3acoby
(iHWi 3MiHW) - 3MiHa B cneumdikauii
N3 3a nokasHrkom «CynpoBigHi
[OMILLKM NnaTaHoNpoCTy», a came
3MiHa Ha3BW JOMIWKU E Ta BUIYyYeHHSs
aomiwky A. 3MiHn | TUny - 3MiHn 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro MikapcbKoro
3acoby. 3miHa y MeToAax
BUMPOOYBaHHA rOTOBOTrO NiKapCbKOro
3aco06y (iHWi 3MiHK Yy meTodax
BMNpoGyBaHb (BK/IOYaouM 3amiHy abo
[ONOBHEHHS)) - 3MiHa B MeToAax
BMNpobyBaHHA /13 3a NoKasHUKOM
«KinbKicHe BU3HaYeHHs. TUMON0N»,
«KinbkicHe BU3Ha4YeHHs. JlaTaHONpoCT.
BeH3asnkoHito xnopug». 3miHn | Tuny -
3MiHu 3 sKoCTi. FOoTOBMIA NiKapCbKNii
3aci6. KOHTpO/1b rOTOBOr0 NiKapcbkoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOTO /iKapCbKOro
3aco6y (iHWi 3MiHK y MeToAax
BMNpoGyBaHb (BK/IOYaouM 3amiHy abo
[OMOBHEHHS)) - 3MiHa B MeToAax
BUNPo6yBaHHsA /13 3a NOKa3HUKOM
«CynpoBigHi AOMILLK/ nataHonpocTy
Ta TMOJIO/TY»

123.

NEBOKCUMEL

Kpansi O4Hi, pO34nH,
5wmr/ma;no5mny
dhnakoHi-
KpanenbHuj; no 1
dnakoHy-
KpanesibH1Li B
KapTOHHIA Kopoo6Li

TOB "YOP/IA
MEMLIH"

YkpaiHa

K.O. Pomdpapm
KomnaHi C.P./1.

PymyHis

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu Il Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHss abo
3MiHa(1) [0 3060B'A3aHb Ta YMOB
BMAaui peecTpavyiiiHoro nocBigyYeHHs,
BK/IlOYaK0umM MNnaH ynpasniHHA
py3nkamm (3aCTOCyBaHHS 3MiH(M),
AKi(a) BUMaratoTb(€) nofasibLoro
06r'pyHTYBaHHS HOBVMW AOAATKOBUM
AaHVMK, Lo MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKifTbK/
BUMaraeTbCs CyTTEBA OLLiHKa
KOMMETEHTHUM opraHom) 3asiBHUKOM
TOB "YOPN4 MEAVLIVH", YkpaiHa,
Ha/iaHo OHOBMeHWIA MnaH ynpaBniHHA
pu3vkamm Bepcis 2.0.
3MiHM BHECEHO [10 YaCTUH:

3a
peyenmom

UA/14769/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

| «3aranbHa iHopmaLlis»
Il «Cneundikauis 3 6e3nekmn»
Il «MnaH 3 hapmakoHarnsgy»

V «3axoam 3 MiHiMi3auii py3unkie»
VI «Pestome nnaHy ynpasniHHA
pu3nkamm»

VIl «JdopaTkm» (nogatku 1-8) y 38’A3Ky
3 OHOBJ/IEHHAM iHGhopMaUii 3 nepeniky
npo6siem 3 6e3nekn Ait4oi Pe4yoBUHM
nesodynokcaunH (mMicueoi air)
BIANOBIAHO A0 akTyasnbHOT iHdopmaLii
pilweHHs KoopauHauiiiHoi rpynm 3
npoueaypu B3a€MHOr0 BU3HaHHA Ta
JeleHTpastisoBaHoi npoueaypu Ans
nogyHn (CMDh), a Takox y 3B'A3Ky i3
3MiHOI chopmaTy BiAMNOBIAHO A0 BUMOT
Evaluation Guidance on the format of
the risk management plan (RMP) in
the EU — in integrated format. 31
October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module
V Rev.2 Human Medicines).
Pestome MNnaHy ynpasniHHA pusukammn
Bepcisa 2.0 gogaeTbes.

124.

NEBOKCUMEL

Kpansi O4Hi, pO34nH,
5wmr/ma;no5mny
nosiMmepHomy
donakoHi-
KpanenbHuui; no 1
dhnakoHy-
KpanesibH1LUi B
KapTOHHI KOopoo6Li

TOB «YOP/],
MEONLMH»

YkpaiHa

YOPA[,
MEAMLIH
INIAY CAH. BE
TIDK. A.LL

TypeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHnx
marepianis: 3miHu Il Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHss abo
3MiHa(1) [0 3060B'sA3aHb Ta YMOB
BMAaui peecTpavyiiiHoro nocBigyYeHHs,
BK/tOYatoun MnaH ynpasniHHA
py3nkamm (3aCTOCYBaHHS 3MiH(M),
AKi(a) BUMaratoTb(€) nogasibLoro
06I'pYHTYBaAHHSA HOBMMM [04ATKOBUM
AaHVMK, Lo MatoTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKiSIbKM
BMMAaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM opraHom) 3asiBHUKOM
TOB "YOPNA MEAVNUWH", YkpaiHa,
Ha/iaHo OHOBMeHWIA MnaH ynpaBniHHA
pu3vkamm Bepcis 2.0.
3MiHV BHECEHO [0 YaCTuH:
| «3arasibHa iHhopmaLis»
Il «Cneundikauis 3 6e3nekmn»
Il «[naH 3 dhapmakoHarnaay»

3a
peyenmom

UA/18206/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

V «3axoam 3 MiHiMi3auii py3ukie»
VI «Pestome nnaHy ynpasniHHA
pr3nkaMm»
VIl «JdopaTkm» (nogatku 1-8) y 38’A3Ky
3 OHOBJ/IEHHAM iHGhopMaUii 3 nepeniky
npo6aiem 3 6e3nekn Ait4oi Pe4YoBUHM
nesodynokcaunH (mMicueoi aii)
BIANOBIAHO A0 aKTyasnbHOT iHdopmaLii
pilweHHs KoopauHauiiiHoi rpynm 3
npoueaypu B3a€MHOr0 BU3HaHHA Ta
JeleHTpastisoBaHoi npoueaypu Ans
nogyHn (CMDh), a Takox y 3B'A3Ky i3
3MiHOI chopmaTy BiAMNOBIAHO A0 BUMOT
Evaluation Guidance on the format of
the risk management plan (RMP) in
the EU — in integrated format. 31
October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module
V Rev.2 Human Medicines).
Pestome MNnaHy ynpasniHHA pusukammn
Bepcisa 2.0 gogaeTbes.

125.

ni30nia-600

TabneTkn, BKpUTI
060/10HKO0, M0 600
mr no 4 a6o 10
Tabnetok y cTpuni;
no 1 ctpuny B
KapTOHHIA KopooLi

neHmapk
PapmacbTHK
ans /i1a,.

IHAis

neHmapk
PapmacboTUKa
3 /ita,.

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3acTOCYBaHHs
reHepuyYHUX/ribpuaHMx/6ionogibHmX
nikapcbkyx 3acobiB Micns BHECEHHS
Tiei camoi 3MiHV Ha pechepeHTHWI
npenapar (3miHa He noTpebye
HafaHHSA XOAHNX HOBUX A0AATKOBMX
naHnx) 3MiHM BHECEHO [0 IHCTPYKLUIT
[ONs MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3ginu
"B3aemMogis 3 iHWMMUW NiKapCbKUMMN
3acobamu Ta iHWi BUan Baemogiii",
"Ocob6NMBOCTI 3aCTOCyBaHHS",
"Mo6ivHi peakui™ 3rigHo 3
iHchopMmavieto Woa0 MeauyHoro
3aCTOCyBaHHA pedepeHTHOro
nikapcbkoro 3acoby (3VBOKC,
TabneTkun, BKpUTI M/1IBKOBOKO
0060/10HKO0, N0 600 Mmr). BBefeHHs

3a
peyenmom

He nionsicae

UA/10410/02/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS
126. | IOM®PJIOKC TabneTku, BKPUTI Inka IHAjA Inka IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/0243/01/01
nNiBKOBOK Nab6opaTtopi3 Nab6opaTopi3 mMaTtepianis: 3miHu | TMny - 3MiHK peyenmom
060/10HKOH0, Mo 400 Nimiteq Nimiteq oo 6e3snekn/edhekTMBHOCTI Ta
Mr, Mo 5 TabneTok y dhapmakoHarnsgy. BeefeHHsa abo
6nictepi; no 1 3MiHM [0 y3ara/ibHeHVX AaHnX npo
6nictepy B cuctemy chapmakoHarnsagy (BBefeHHs
KapTOHHIlA ynakoBsLyj; y3arasibHeHUX JaHnx nNpo cucTemy
no 5 tabnetok y hapmakoHarnsgy, 3miHa
6nictepi; no 1 yMNOBHOBaXeHOT 0cobw,
6nictepy B BiANOBiAa/bHOI 3a 3AjACHEHHS
KapTOHHI ynakoBLi; hapMakoHarnsay; KOHTakTHoi ocobu 3
no 4 ynakoBku B thapmakoHarnsgy 3asiBHUka ans
KapTOHHIA Kopoo6Li 3[jiCHEeHHs chapmakoHarnsgy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0Cco6bu,
BiANOBiAa/bHOI 3a 3AjACHEHHSA
thapmakoHarnsgy (Bknroyaroum
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-thaiina cuctemu
thapmakoHarnagy) 3miHa KOHTakTHOT
0cobu 3asBHVKa, BigNoBiAaIbHOT 3a
hapmMakoHarnag B YKpaiHi.
[Litova pepakuisn: TxagaHi JaHienb.
MponoHoBaHa pepgakuis: CapaniHa
Onbra IBaHiBHaA.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHVKa, BigNOBiAaIbHOT 3a
hapmakoHarnsg B YkpaiHi
127. | NOPICTA® TabneTkun, BKPUTI KPKA, a.4., CnoseHis Brpo6HuK, CnoseHisa/ BHECEHHS 3MiH 10 peecTpavLinHnx 3a UA/5516/01/04
NNiBKOBOKO HoBo mecTo BignoBiganbHN HimeuunHa/ martepianis: 3miHu | Tuny - peyenmom
060/10HKot0, No 100 3a BUPOGHNLTBO Kutaii AAMiHICTpaTVBHI 3MiHW. 3MiHa
Mr no 10 TabneTtok y «in bulk», HaliMeHyBaHHs Ta/abo agpecu micus
6nictepi; no 3 abo nepBrHHE Ta NPOBaZKEHHS AiS/IbHOCTI
no 6, ao no 9 BTOPVIHHE BMPOGHMKa/iMnopTepa rotToBoro
6nicTepis B nakyBaHHs, nikapcbKoro 3acoby, BkIYaoun
KapTOHHI KOpooLj; KOHTPO/Ib Ta LOiNbHUL BUNYCKY cepii abo micue
no 14 tTabneTok y BMNYCK cepil: NpPOBeEeHHSA KOHTPOJIHO AKOCTI.
6nictepi, no 1, abo KPKA, a.4., (misnbHiCcTb, 3a AKy BigNoBifae
no 2, abo no 4, abo HoBo mecTo, BUPOGHMK/IMNOPTEP, He BK/OYaum
no 6, abo no 7 CnoBeHis BUMYCK cepiii) 3MiHa HaliMeHyBaHHS
6nictepis B BMpO6HUKa, LLO BiAMNOBiAaE 3a
KapTOHHI KOPOOL; Bunpo6HMK, MiKPOGiOMOriYHNIA KOHTPONb (Y

BignoBiganbHW

BMNagKy KoHTponto cepii TAL ®apma
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

3a NepBUHHE Ta
BTOPUHHE
nakyBaHHs Ta
BMNYCK cepil:
TAL ®apma
v6X,
HimeuuunHa

Brpo6HWK,
BiANoBigaIbHUI
3a KOHTPO/b
cepii:
KPKA, a.4.,
HoBo mecTo,
CnoseHis

Bunpo6HMK,
BignoBiganbHM
3a KOHTPO/1b
cepii:
Nab6eHa g.0.0.,
CnoseHis

Brpo6HWK,
BiANoOBigaIbHUI
3a KOHTPO/b
cepii:

TAL ®apma
m6X,
HimevunHa

Bunpo6HMK,
BignoBiganbHM
3a KOHTPO/b
MiKpo6iosioriyHol
AKocTi cepii (y

TM6X), yTOUHEHHS 10ro ChyHKLLil
(BUpOGHKK, Lo Bignosigae 3a
KOHTPO/Ib MiKpO6IO/IOriYHOT SKOCTI
cepii). 3miHu | TMNYy - 3MiHK Woa0
6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) BHeCeHi
B TEKCT MapKyBaHHS Ha BTOPUHHIli
ynakoBLji NikapcbKoro 3acoby y n. 8
"[laTa 3aKiH4EHHS TEpPMiHy
npuaaTtHocTi". BBeeHHs 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPMKEHHS.3MiHM | TUny - 3MiHK 3
aKocTi. CepTudpikat BignosigHocTI/lE-
cepTtudikaT BifnoBigHOCTI
€Bponeiicbkii
thapmakonei/mMoHorpadii. MogaHHA
HOBOro ab0o OHOBMIEHOTO cepTudikaTa
BiAMOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa Bi4nNoOBILHOCTI
€sponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMartepiany/peareHTy/NpoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; ANst AONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€poneiicbkili thapmakonei) - Hosuia
cepTudiikaT Bif BXe 3aTBEpPAKEHOT0
BUPOGHMKa - MogaHHA HOBOTO
cepTtucpikaTa BiANOBIAHOCTI
€sponelicbkin hapmakonei RO-CEP
2019-275-Rev 00 ansa A®| nosapraHy
Kaulito Bif BXe 3aTBEPA)KEHOrO
BMpo6HUuKa Zhejiang Menovo
Pharmaceutical Co., Ltd., China.
BBefeHHs 3MiH NpoTArom 6-Tm Micauis
nicns saTBepmkeHHs. 3MiHu | Tuny -

I ENTY 3MiHu 3 siKocTi. A®l. KoHTponb ADL.
KOHTPO/HO cepii 3miHa y MmeToAax BunpobysaHHs Ad|
TAL dapma abo BMXigHOro marepiany/npomikHOro
M6X): nNpoAayKTy/peareHTy, Lo
Na6op NIC CE & BVIKOPWCTOBYETbLCS Y NPOLIEC
Ko. KT, BMPOGHMLTBA ADI (iHLWI 3MiHK Y
HimeuuunHa MeToAax BUNPoOyBaHHA (BKIHOUatoun
3amiHy abo gonoBHeHHs) Ad| abo
BMPOGHUK, BUXiAHOTrO/NPOMiXXHOr0 NPOAYKTY)
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

BiANOBigaIbHUI
3a BUPOBGHNLTBO
«in bulk»:
Hinréo MeHoBo
TiaHkaHr
dapmMacbloTUKa
c Ko., NTa,
Kutaii

3MiHa y MeTofax BUNpobyBaHHA Ta
cneumdikauii A®l nosapTtaHy kanito
BHACNIAOK AoAaBaHHSA aHaTITL.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmXkeHHs. 3MiHu | Tuny -
3MiHu 3 sKocTi. FOoTOBMIA NiKapCbKNii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbkoro
3aco6y (iHLWi 3MiHK)
OHOB/IEHHA BXe 3aTBepMKeHNX
METO/iB KOHTPOJIIO AKOCTi NiKapcbKoro
3acoby, a came: BUKNaAEHHS TEKCTY
[ep>XXaBHO MOBOIO 3riHO CYy4acHNX
BMMOT. BBeZieHHS 3MiH NpPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM |
Tuny - 3MiHN 3 sKocTi. CepTuddikat
BignosigHocTI/lE-cepTudikar
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOr0 cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
A5 BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHULTBI ADI; Ans AONOMDKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - Houii
cepTudikar Bif HOBOro BUPOGHMKA
(3amiHa abo fonoBHeHHS) MNogaHHs
HOBOro cepTudikaTa BigNoBIAHOCTI
€sponelicbkin hapmakonei: R1-CEP
2010-139-Rev 05 ana APl nosaptaHy
Kanito Big HOBOro BUpo6HKKa Zhejiang
Huahai Pharmaceutical Co., Ltd.,
China.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKEHHS.

128.

NOPICTA®

TabneTkun, BKPUTI
NNiBKOBOKO
060/10HKO10, Nno 12,5
mr, no 10 TabneTok
y 6nictepi; no 3 abo
no 6, aéo no 9
6nictepiB B

KPKA, a.4.,
HoBo mecTo

CnogeHis

Brpo6HMK,
BiAnNoBigabHUI
3a BUPOGHNLTBO

«in bulk»,

nepBuHHe Ta

BTOPVHHE

nakyBaHHs1,

CnoseHis/
HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
martepianis: 3miHu | Tuny -
AfMiHiCTpaTMBHI 3MiHKN. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHSA AiS/IbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
NikapCbKoro 3acoby, BKIOYaum

3a
peyenmom

UA/5516/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
KapTOHHI kopobuyj; KOHTPO/b Ta LOinbHUL BUNYCKY cepii abo micue
no 14 tTabneTok y BUMYCK Cepii: NPOBELEHHS KOHTPOJTHO SKOCTI.
6nictepi, no 1, abo KPKA, a.4., (misnbHicTb, 3a AKy BignoBifae
no 2, aéo no 4, abo HoBo mecTo, BUPOGHMK/IMNOPTEP, He BKIOYaum
no 6, aéo no 7 CnoBeHis BUMYCK Cepiii) 3MiHa HaliMeHyBaHHSA
6nicTtepis B BMPOGHUKa, L0 Bignosigae 3a
KapTOHHIA Kopoo6Li Bunpo6HuK, MiKpOG6ionoriYHUiA KOHTPOb (Y
BignoBiganbHM BMNaAKy KOHTponto cepii TAL dapma
3a NepBUHHE Ta M6X), yTOUHEHHS 10ro chyHKL,il
BTOPWUHHE (BMPOGHUK, LLO BiANOBIJaE 3a
nakyBaHHs Ta KOHTPO/1b MiKpOBIO/I0riYHOI SAKOCTI
BWMYCK Cepii: cepii). 3miHu | TMNY - 3MiHK Woa0
TAL dapma 6e3nekun/ehekTBHOCTI Ta
v6X, thapmakoHarnagy (iHwi 3MiH1) BHeCeHi
HimeuunHa B TEKCT MapKyBaHHS Ha BTOPWHHIl
ynakoBLi nikapcbKoro 3acoby y n. 8
Brpo6HuK, "[lata 3aKiH4EHHA TePMiHy
BignoBiganbHM npugaTtHocTi". BBeeHHs 3MiH
3a KOHTPO/1b NpOTArom 6-Tv MicAuiB nicns
cepii: 3aTBEPMKEHHS.3MiHM | TUny - 3MiHK 3
KPKA, a.4., akocTi. CepTudpikaT BignosigHocTi/lE-
HoBo mecTo, cepTudikar BiANoBigAHOCTI
CnoBeHis €Bponelicbkii
thapmakonei/moHorpadii. NMogaHHs
Bunpo6HuK,

BiANOBIAaIbHNI
3a KOHTPO/b
cepii:

TAL ®apma
v6X,
HimeuuunHa

Brpo6HMK,
BiANoOBigaIbHUI
3a KOHTPO/b
cepii:
Nab6eHa a.0.0.,
CnoBeHis

Bunpo6HuK,
BiANOBIAaIbHNI
3a KOHTPO/b
Mikpo6ionoriyHol
AKOCTI cepii (y

BUNAJKY

HOBOro abo OHOBMIEHOrO cepTudikaTa
BiAMNOBIAHOCTI @60 BUNYyYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
A5 BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI ADI; ANs AONOMDKHOT
peyoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - Houii
cepTnaikaT Bif BXe 3aTBEPA)KEHOTO
BUPOGHMKa - [MogaHHA HOBOTO
cepTugikaTa Bi4nNoBILHOCTI
€sponelicbkin hapmakonei RO-CEP
2019-275-Rev 00 ona APl nosaptaHy
Kauito Bif, BXe 3aTBEPKEHOr0

BMpO6HUKa Zhejiang Menovo
Pharmaceutical Co., Ltd., China.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepmXkeHHs. 3MiHu | Tuny -

3MiHM 3 sikocTi. A®I. KoHTponb ADL.
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
KOHTPONIO cepii 3MiHa y MmeTofax BuNpobyBaHHs AdI
TAL ®apma abo BUXigHOro martepiasny/npoMixXHOro
v6X): npoaykTy/peareHTy, Lo
Na6op /IC CE & BWKOPUCTOBYETbLCA Y NpoLieci
Ko. KT, BMPOGHMLTBA AP (iHLLI 3MiHK Y
HimeuunHa MeToZax BUNpo6yBaHHS (BKIOHAKUN

3amiHy abo fonoBHeHHs1) APl abo
BMWXifHOro/MPOMDKHOr0 NPOAYyKTY)
3MiHa y MmeToax BUNpPOGyBaHHS Ta
cneuunagikauii A®I nosaptaHy Kanito
BHACNIAOK fo4aBaHHSA aHaTITL.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHNA. 3MiHY | Tvny -
3MiHu 3 sKoCTi. FoTOBMIA NiKAPCbKN
3aci6. KOHTposib roTOBOro Nikapcbkoro
3aco06y (iHLWi 3MiHK)
OHOBNEHHA BXe 3aTBEP)KEHNX
MeTOoZiB KOHTPOJIK0 AKOCTi NiKapCbKoro
3aco0y, a came: BUK/IafileHHsA TEKCTY
AepXaBHOK MOBOIO 3riAHO Cy4YacHuX
BUMOT. BBeieHHA 3MiH NpoTAarom 6-Tn
MicaLiB nicna 3aTBepAKeHHs. 3MiHn |
Tuny - 3MiHK 3 aKkocTi. CepTudikat
BignosigHocTi/lE-cepTudpikar
BiANOBIAHOCTI EBpoNechkili
hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudiikata
BiNOBIAHOCTI 260 BUTyYEHHS
cepTtucpikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
ONs BUXIOHOTO
mMaTtepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - Houii
cepTudikaT BiJ HOBOro BUPOOHUKA
(3amiHa abo gonoBHeHHs) MNogaHHa
HOBOro cepTudikaTa BifnoBigHOCTI
€Bponelicbkiit hapmakonei: R1-CEP
2010-139-Rev 05 ansa A®| no3apraHny
Kanito Big HOBOro BNpoGHKKa Zhejiang
Huahai Pharmaceutical Co., Ltd.,
China.
BBeggeHHs1 3MiH NPOTAroM 6-Tu MicALiB
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Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
nicns 3aTBepKeHHs.
129. | NIOPICTA® TabneTkun, BKPUTI KPKA, a.4., CnoBeHis Brpo6HuK, CnoseHis/ BHECEHHS 3MiH [0 peecTpavLjiiiHnX 3a UA/5516/01/02
NnNiBKOBOKO HoBo mecTO BiANOBIga/IbHUI HimeuunHa marepianis: 3MiHu | Tuny - peyenmom
060/10HKO10, Mo 25 3a BMPOOHULTBO AAMiHICTpaTVBHI 3MiHW. 3MiHa
Mr, no 10 TabneTok «in bulk», HallMeHyBaHHs Ta/abo agpecu Micus
y 6nicTepi; no 3 abo nepBrHHe Ta NpoBaPKeHHA AiA/IbHOCTI
no 6, aéo no 9 BTOPWHHE BMpO6HMKa/iMnopTepa rotoBoro
6nicTepis B nakyBaHHs, nikapcbKoro 3acoby, BkIovaun
KapTOHHI kopobuyj; KOHTPO/b Ta OinbHULI BUMYyCKy cepii abo micue
no 14 tabneTtok y BMNYCK cepil: NpoBeAEHHS KOHTPOIHO AKOCTI.
6nictepi, no 1, abo KPKA, a.4., (BisnbHICTb, 3a SKy Bignosigae
no 2, a6o no 4, abo HoBo mecTo, BMPOOHWK/iIMNOpTep, He BKYaun
no 6, aéo no 7 CnoseHisn BUMYCK cepiii) 3MiHa HaliMeHyBaHHs
6nictepis B BMPOOHMKa, L0 BiAMOBIAaE 3a
KapTOHHIA Kopoo6Li Brpo6HMK, MiKpOG6ionoriYHUiA KOHTPOb (Y
BiANoBigabHUIA BMNaAKy KOHTponto cepii TAL dapma
3a nepBuHHe Ta "M6X), yTOUHEHHS 10ro hyHKL,iM
BTOPWUHHE (BUpOGHUK, L0 BigNoBiAaE 3a
nakyBaHHs Ta KOHTPOb MiKPOGIONOrivyHOI AKOCTI
BUMYCK Cepii: cepii). 3minu | TMNY - 3MiHK Woao
TAL dapma 6e3nekn/edpeKTNBHOCTI Ta
vm6X, thapmakoHarnagy (iHLwi 3MiHK) BHeCeHi
Himeuunna B TEKCT MapKyBaHHS Ha BTOPUHHIi
ynakoBLji fikapcbkoro 3acoby y n. 8
Bunpo6HuK, "[laTa 3akKiH4eHHs TepPMiHy

BiANOBIAaIbHNI
3a KOHTPO/1b
cepii:
KPKA, a.4.,
Hoso mecTo,
CnoseHis

Brpo6HMK,
BiAnNoBigabHUI
3a KOHTPO/1b
cepii:

TAL ®apma
m6X,
HimeuunHa

Bunpo6HMK,
BignoBiganbHW
3a KOHTPO/1b
cepii:
JlabeHa 4.0.0.,

npugaTtHocTi". BBeeHHs 3MiH
NpOTArom 6-Tv MicauiB nicnis
3aTBEPLAKEHHA.3MIHN | TUNY - 3MiHK 3
akocTi. CepTucpikaT BignosigHocTi/lE-
cepTuduikar BiANoBiAHOCTI
€Bponeiicbkii
hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa
BiNOBIAHOCTI a60 BUYyYEHHS
cepTtudpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
[ONs BUXIAHOTO
MaTtepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPMUCTOBYIOTLCSA Y
BMPOGHULTBI ADI; Ana AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - Houii
cepTuaikaT Bif BXe 3aTBEpP)KEHOr0
BMPO6HMKA - MNoJaHHSA HOBOTO
cepTuduikara BignoBigHOCTI
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
CnoBeHis €Bponelicbkiin hapmakonei RO-CEP
2019-275-Rev 00 gna A®| nosaptaHy
Brpo6HWK, Kanito Bif BXe 3aTBepAKEHOro
BiANoBigaIbHUI BMpo6HUKa Zhejiang Menovo

3a KOHTPO/b
Mikpo6iosoriyHol
AKOCTI cepil (Y
BUNAAKY
KOHTpOst0 cepii
TAL ®apma
v6X):
Na6op NIC CE &
Ko. KT,
Himeuunna

Pharmaceutical Co., Ltd., China.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHNA. 3MiHu | Tvny -
3MmiHu 3 sKocTi. A®l. KonTponb AdI.
3miHa y MeToAax BunpobyBaHHs Ad|
abo BUXigHOro marepiasny/npoMixKHOro
npoaykTy/peareHty, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BUpO6HMUTBA AP (IHLWi 3MiHK Y
MeToAax BUNPobyBaHHA (BKIHOYaoun
3amMiHy abo fJonoBHeHHs1) APl abo
BUXIAHOIO/NPOMIXXHOTO NPOAYKTY)
3MiHa y meTofax BUNpPOGyBaHHS Ta
cneumdikauii A®I nosapTaHy kanito
BHACNIAOK fofaBaHHA aHasITL.
BBefeHHs 3MiH NpoTArom 6-T1 Micauis
nicns saTBepmkeHHs. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBMIA NikapCbKuii
3aci6. KOHTpob roToBOro nikapcbkoro
3aco6y (iHLwi 3MiHKn)
OHOB/EHHSA BXe 3aTBepMKEHNX
MeTOZiB KOHTPOJIK0 AKOCTi NiKapCbKoro
3aco0y, a came: BUKTafeHHSA TEKCTY
[ep>XXaBHO MOBOIO 3riHO CYy4aCHNX
BMMOr. BBeAeHHs 3MiH NpoTAarom 6-Tu
MiCALIB Mic/A 3aTBEPKEHHS. 3MiHM |
TMny - 3MiHKM 3 AKocTi. CepTudikat
BignosigHocTi/lE-cepTudpikar
BiANOBIAHOCTI €BpoONechbkili
hapmakonei/mMoHorpadii. MogaHHA
HOBOro ab0o OHOBMEHOTO cepTudikaTa
BiAMOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa Bi4nNoBILHOCTI
€sponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMartepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; ANs AONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€poneiicbkin thapmakonei) - Hosuia
cepTudikaT Bi HOBOro BUPOGHUKA
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
(3amiHa abo AONOBHEHHS) MNogaHHA
HOBOrO cepTudikara BifnoBigHOCTI
€Bponelicbkin hapmakonei: R1-CEP
2010-139-Rev 05 ansa A®| nosapraHy
Kanito Bif, HOBOro BNpPoGHKKa Zhejiang
Huahai Pharmaceutical Co., Ltd.,
China.
BBefeHHs 3MiH NpoTArom 6-Tm Micauis
nicns 3aTBepKeHHs.
130. | JIOPICTA® TabneTkun, BKPUTI KPKA, a.4., CnoseHis Brpo6HuK, CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a UA/5516/01/03
nAiBKOBOO HoBo mecTo BiANOBIAaIbHNI Himeuunna/ marepianis: 3miHu | Tuny - peyenmom
060/10HKOI0, Mo 50 3a BUPOGHNLTBO Kutaii AJMiHICTpaTVBHI 3MiHW. 3MiHa

mr, no 10 TabneTok
y 6nictepi; no 3 abo
no 6, ao no 9
6nictepis B
KapTOHHI kopobLyj;
no 14 tTabneTok y
6nictepi, no 1, abo
no 2, a6o no 4, abo
no 6, abo no 7
6nictepis B
KapTOHHI KOopoo6Li

«in bulk»,
nepBrHHE Ta
BTOPWUHHE
nakyBaHHs,
KOHTPO/b Ta
BMNYCK Cepil:
KPKA, a.4.,
HoBo mecTo,
CnoBeHisa

Bunpo6HMK,
BignoBiganbHW
3a NepBUHHE Ta

BTOPWHHE

nakyBaHHs Ta

BMNYCK cepil:

TAL ®apma
v6X,

HimeuuunHa

Brpo6HMK,
BiAnNoBigabHUI
3a KOHTPO/1b
cepii:
KPKA, a.4.,
HoBo mecTo,
CnoseHis

Bunpo6HMK,
BignoBiganbHW
3a KOHTPO/1b
cepii:
JlabeHa 4.0.0.,

HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaumn
AiNbHULI BUNYCKy cepii abo micue
NPOBeEeHHA KOHTPOJIIO SIKOCTI.
(misnbHICTb, 3a AKy BigNOBILaE
BMPOGHMK/IMNOPTEpP, He BKYaum
BUMYCK cepiii) 3MiHa HaliMeHyBaHHS
BMpO6HUKa, LLO BiAMNOBiAaE 3a
MiKPOGIONOriYHMIA KOHTPONb (Y
BUNaAKy KOHTposnto cepii TAL ®apma
TM6X), yTOUHEHHSI 10ro ChyHKLil
(BUpOGHUK, Lo Bignosigae 3a
KOHTPO/b MiKpPO6iO/IOriYHOI SKOCTI
cepii). 3miHu | TMNy - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiH1) BHeCeHi
B TEKCT MapKyBaHHS Ha BTOPUHHIli
ynakoBLji fikapcbKoro 3acoby y n. 8
"[aTta 3aKiH4eHHs TePMiHy
npuaaTtHocTi". BBeeHHs 3MiH
nNpoTArom 6-Tn MicAuiB nmicns
3aTBEePKEHHA.3MiHN | TUNY - 3MiHK 3
aKocTi. CepTudpikat BignosigHoOcCTI/TE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii. MogaHHA
HOBOro ab0o OHOBMIEHOTO cepTudikaTa
BiAMOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa BignNoOBILHOCTI
€Bponelicbkin hapmakonei: ana Adl;
018 BUXIQHOro
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
CnoseHis mMartepiany/peareHTy/NpoMbKHOro
NPOAYKTY, L0 BUKOPUCTOBYKOTHLCA Y
Brpo6HWK, BMPO6HULTBI A®I; ANst AONOMIKHOT
BiANoBigaIbHUI peyoBuHM (cepTudikaT BiANOBIAHOCTI
3a KOHTPOJS1b €poneiicbkilt thapmakonei) - Hosuia
cepii: cepTuduikaT Bif BXe 3aTBEpPAKEHOT0
TAL ®apma BMpOo6HUKa - [ofaHHA HOBOrO
v6X, cepTtudpikaTa BiANOBIAHOCTI
HimeuunHa €sponelicbkin hapmakonei RO-CEP
2019-275-Rev 00 ansa A®| nosapraHy
Bunpo6HuK, Kaulito Bif BXe 3aTBEPAKEHOrO
BiANOBIgaIbHUI BMpo6HUKa Zhejiang Menovo

3a KOHTPO/b
MiKpo6iosioriyHol
AKocTi cepii (y
BUNaaKy
KOHTPONIO cepii
TAL ®apma
M6X):
Nabop /IC CE &
Ko. KT,
HimeuuunHa

BUPOGHUK,
BiANoOBigaIbHUI
3a BUPOBGHNLTBO

«in bulk»:
Hinréo MeHoBo

TiaHkaHr
dapmMacbloTUKa

c Ko., NTa,

Kutaii

Pharmaceutical Co., Ltd., China.
BBefeHHs 3MiH NpoTArom 6-Tm Micauis
nicns saTBepmkeHHs. 3MiHu | Tuny -
3MiHY 3 siKocTi. A®l. KoHTponb AdL.
3miHa y MmeToAax BunpobysaHHs Ad|
abo BMXigHOro marepiany/npomikHOro
npoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NPOLIEC
BMPOGHMLTBA ADI (iHLWI 3MiHK Y
MeToAax BUNPoOyBaHHA (BKIHOYatoun
3amiHy abo gonosHeHHs) APl abo
BVXiZHOro/MPOMDKHOr0 MPOAYKTY)
3MiHa y MeTofax BUNpobyBaHHA Ta
cneumdikauii A®l nosapTtaHy kanito
BHACNIAOK AoAaBaHHSA aHaTITL.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepmXkeHHs. 3MiHu | Tuny -
3MiHu 3 sKoCTi. FOTOBMIA NiKapCbKNii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbkoro
3aco6y (iHLWi 3MiHK)
OHOB/IEHHA BXe 3aTBepMKeHNX
METO/iB KOHTPOJIIO AKOCTi NiKapcbKoro
3acoby, a came: BUKNaAEHHS TEKCTY
[ep>XXaBHO MOBOIO 3riHO CYy4aCHNX
BMMOT. BBeZieHHS 3MiH NpPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM |
Tuny - 3MiHN 3 sKocTi. CepTuddikat
BignosigHocTI/lE-cepTudpikat
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS
cepTuguikaTa BignoBigHOCTI




140

n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

€Bponelicbkiin hapmakonei: ans Adl;
A5 BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHULTBI ADI; ANs AONOMDKHOT
peyoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - Houii
cepTudikar Bif HOBOro BMPOGHMKA
(3amiHa abo gonoBHeHHS) MNogaHHs
HOBOr0 cepTudikaTa BigNoBIAHOCTI
€sponelicbkin hapmakonei: R1-CEP
2010-139-Rev 05 ana APl nosaptaHy
Kanito Big HOBOro BUpo6HMKa Zhejiang
Huahai Pharmaceutical Co., Ltd.,
China.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKEHHS.

131.

NYUETAM®

PO34UH ANS iH'EKLN,
200 mr/mn, no 5 mn
(2 r)Bamnyni;no 5
amnyn y 6nictepi; no
2 6nictepn y
KapTOHHI kopo6Lyj;
nols5mn(3r)Be
amnyni; no 4
amnynu B 6nicTepi,
no 1 a6o 5 6nictepis
Y KapTOHHiIli KopoobLi

3AT
dapmaLesTny
HWA 3aBOg
Eric

YropLmHa

3AT
PapmMaueBTUYHN
1 3aBog ElC

YropLmHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
MaTtepianis: 3miHu | TUNy - 3MiHK 3
akocTi. CepTucpikaT BignosigHocTi/lE-
cepTuduikar BiANoBiAHOCTI
€Bponeiicbkii
hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa
BiNOBIAHOCTI 260 BUYyYEHHS
cepTtudpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
[ONs BUXIAHOTO
MaTtepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPO6GHULTBI ADI; Ana AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHOB/EHWIt cepTUdikaT Bif yxe
3aTBEPKEHOr0 BUPOOHMKA NOAAHHS
OHOBJIEHOTO cepTudikaTy
BiANOBIAHOCTI €Bponeiichkili
thapmaxonei Ne R1-CEP 2004-069-
Rev 02 (3aTBepmxeHo: R1-CEP 2004-
069-Rev 01) ans A®I NipaueTamy Big
Ait04oro BUPO6HUKa
PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3minu |
Tuny - 3MiHK 3 aKkocTi. CepTudikat
BignosigHocTi/l E-cepTudpikat

3a
peyenmom

UA/8165/02/01
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Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

BiANOBIAHOCTI EBpoNechkili
hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudiikata
BiNOBIAHOCTI 260 BUTYyYEHHS
cepTtucpikaTa BiANOBIAHOCTI
€Bponelicbkinn hapmakonei: ans Adl;
ONs BUXIOHOTO
mMaTtepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiin hapmakone) -
OHOBNEHWit cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOOHMKA, NOAAHHS
OHOBJ/IEHOrO cepTudikaTty
BiANOBIAHOCTI EBpoNechkili
tapmaxonei Ne R1-CEP 2004-069-
Rev 03 ana A®l Mipauetamy Big,
Liro4oro BMpobHuKa
PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3miHu |
TMny - 3MiHKM 3 AKocTi. CepTudikat
BignosigHocTi/lE-cepTudpikar
BiANOBIAHOCTI EBpoONechbkili
thapmakonei/mMoHorpadii. MogaHHA
HOBOro ab0o OHOBMEHOTO cepTudikaTa
BiAMOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa Bi4nNoBILHOCTI
€sponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMartepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; ANs AONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonel) -
OHOBNeHWi cepTuddikaT Bif yxe
3aTBEPKEHOrO BUPOGHMKA, NOJaHHS
OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI €BpoNechbkili
hapmakonei Ne R1-CEP 2004-069-
Rev 04 ana A®I Mipauetamy Big,
Ail04oro BUpPo6HUKa
PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3miHu |
TMNY - AOMIHICTPATUBHI 3MiHW.
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

BunyyeHHss BUPOOHWYOT AiNbHULL
(Brntovaroun ginbHuui ansa Adl,
NPOMDKHOro NPoAyKTy abo roToBoro
NiKapcbKoro 3acoby, AinbHUL ANs
NPOBEeEHHS NakyBaHHs, BUPOGHUKA,
BiANOBiAaLHOrO 3a BUNYCK Cepiid,
MicLle NPOBeAEHHS KOHTPO/IIO cepil)
ab0o noctavasibHVKa BUXIAHOMO
marepiany, peareHTy abo AONOMiXHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCHE),
BUAAIEHHS BUPOOHUKa AdI
Mipauetamy - EGIS Pharmaceuticals
PLC, Hungary.

132.

NYLETAM®

TabneTkn, BKpUTI
NnNiBKOBOKO
060/10HKOH0, M0 400
Mr, no 60 TabneTok
y CKISAHOMY
dhnakoHi; no 1
dnakoHy y
KapTOHHI kopobuyj;
no 15 tabneTtok y
6nictepi; no 4
6nictepu y
KapTOHHIA Kopoo6Li

3AT
dapmaLesTny
HWi1 3aBOf
Eric

YropwuHa

3AT
dapmMaueBTUYHU
1 3aBog ETIC

YropmHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
mMaTtepianis: 3miHu | TUNY - 3MiHK 3
saKocTi. CepTudikat BignosigHoOCTI/TE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkii
thapmakonei/moHorpadii. MogaHHA
HOBOro ab0o OHOBMIEHOTO cepTudikaTa
BiAMOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa BignNoOBILHOCTI
€Bponelicbkin hapmakonei: ans Adl;
L1 BUXIQHOrO
mMartepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA Y
BMPO6HULTBI A®I; ANst AONOMIXHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€sponelicbkin hapmakonel) -
OHOBNeHWit cepTUdikaT Bif yxe
3aTBEPAKEHOrO BUPOBHMKA
noJaHHs OHOB/IEHOro cepTudikarty
BiAMNOBIAHOCTI EBponechbkili
hapmakonei Ne R1-CEP 2004-083 -
Rev 05 (3atBepmkeHo: R1-CEP 2004-
083 - Rev 04) ana A®l Mipauetamy
Big, gitovoro BupobHuka Northeast
Pharmaceutical Group Company,
Limited, China.
3MiHW | TMNY - 3MiHK 3 AKOCTI.
CeprtucdpikaT BignosigHocTi/l E-
cepTuduikar BiANoBiAHOCTI
€Bponeiicbkii
hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikara

3a
peuenmom

UA/8165/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

BiNOBIAHOCTI 260 BUTYyYEHHS
cepTtucpikaTa BiANOBIAHOCTI
€Bponelicbkinn hapmakonei: ans Adl;
ONs BUXIOHOTO
mMaTtepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHOBNEHWIt cepTudikaT Bif yxe
3aTBEPKEHOIO BUPOGHMKA
NoAaHHs OHOBMIEHOTO cepTudikaty
BiANOBIAHOCTI EBpoNechkili
hapmakonei Ne R1-CEP 2004-083 -
Rev 06 ana A®l Mipauetamy Big,
nitovoro BupobHuka Northeast
Pharmaceutical Group Company,
Limited, China. 3miHu | Tvny - 3miHu 3
aKocTi. CepTudikat BignosigHocTI/TE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkii
hapmakonei/mMmoHorpadii. MogaHHA
HOBOro ab0 OHOBMEHOTO cepTudikaTa
BiAMOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa Bi4nNoBiLHOCTI
€sponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMartepiany/peareHTy/NpoMibKHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; ANst AONOMIKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) -
OHOBNeHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOBHMKA, NOJaHHS
OHOBJIEHOTO cepTudikaTy
BiANOBIAHOCTI €BpoONechbkili
hapmakonei Ne R1-CEP 2004-083 -
Rev 07 ana A®I Mipauetamy Big,
aitoyoro Bmpo6Huka Northeast
Pharmaceutical Group Company,
Limited, China. 3miHu | Tuny - 3MiHu 3
akocTi. CepTudpikaT BignosigHocTi/lE-
cepTudikar BiANoBigAHOCTI
€Bponeiicbkiii
hapmakonei/moHorpadii. NMoaaHHs
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

HOBOro abo OHOBMIEHOr0 cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkii hapmakonei: ans Adl;
A5 BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI ADI; Ans AONOMDKHOT
peyoBUHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonel) -
OHoBneHnn ceptuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA, NOJaHHS
OHOBJIEHOrO cepTudikaTy
BiANOBIAHOCTI €BpONenchbkili
hapmakonei Ne R1-CEP 2004-069-
Rev 02 (3aTBepmxeHo: R1-CEP 2004-
069-Rev 01) gna Adl Mipayetamy Big,
Ail04oro BUpPo6HUKa
PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3miHn |
Tuny - 3MiHN 3 sikocTi. CepTuddikat
BignosigHoCTI/lE-cepTudikar
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOrO cepTudikaTa
BiAMNOBIAHOCTI @60 BUNYyYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
A5 BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI ADI; ANs AONOMDKHOT
peyoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBneHnn cepTuddikaT Bif yxe
3aTBEPKEHOr0 BUPOGHUKA,
noAaHHs OHOB/IEHOTO cepTuddikaTty
BiANOBIAHOCTI €BpONenchbkili
hapmakonei Ne R1-CEP 2004-069-
Rev 03 ans A®l Mipavuetamy Big,
Ait04Oro BUPO6HUKa
PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3minu |
TMny - 3MiHK 3 akocTi. CepTudikat
BignosigHocTI/l E-cepTuddikar
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

BiANOBIAHOCTI EBpoNechkili
hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudiikata
BiNOBIAHOCTI 260 BUTYyYEHHS
cepTtucpikaTa BiANOBIAHOCTI
€Bponelicbkinn hapmakonei: ans Adl;
ONs BUXIOHOTO
mMaTtepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiin hapmakone) -
OHOBNEHWit cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOOHMKA, NOAAHHS
OHOBJ/IEHOrO cepTudikaTty
BiANOBIAHOCTI EBpoNechkili
tapmaxonei Ne R1-CEP 2004-069-
Rev 04 ana A®l Mipauetamy Big,
Liro4oro BMpobHuKa
PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3miHu |
TMNYy - AGMIHICTPaTUBHI 3MiHU.
BunyyeHHss BUPO6HMYOI AinbHUL
(Brntovaroun ginbHuui ans Adl,
NPOMIHOIO NPOAYKTY abo roToBoro
nikapcbKoro 3acoby, AinbHnLi Ans
NpoBefieHHA NakyBaHHs, BUPOOHUKA,
BiANOBiAANLHOIO 3a BUNYCK Cepiid,
MiCLie NpOBEeAEHHSA KOHTPOJIIO Cepil)
ab0 nocTavasibHMKa BYXigHOMO
martepiany, peareHTy abo 4OMNOMDKHOT
PEeYOBUHM (SIKLLLO 3a3HAYEHO Y [0CLE)
BUAA/IEHHS BUPOOHUKa AdI
Mipayetamy - EGIS Pharmaceuticals
PLC, Hungary.

133.

NYUETAM®

TabneTku, BKPUTI
nNiBKOBOK
060/10HKO0, 1Mo 800
Mr, no 30 TabneTok
Y CKIIAHNX
nakoHax; no 15
TabneTok y 6nictepi;
no 2 6nictepun y
KapTOHHI Kopoo6Li

3AT
dapmaLesTuy
HWA 3aBOg
Eric

YropLmHa

3AT
PapmMaueBTUYHN
1 3aBog ElC

YropLmHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
mMaTtepianis: 3miHu | TUNy - 3MiHK 3
akocTi. CepTucpikaT BignosigHocTi/lE-
cepTuduikar BiANoBiAHOCTI
€Bponeiicbkii
hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa
BiNOBIAHOCTI a60 BUYyYEHHS
cepTtudpikaTa BiANOBIAHOCTI
€Bponelicbkili hapmakonei: ans Adl;

3a
peyenmom

UA/8165/01/02
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

ONs BUXIOHOTO
mMaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHOB/EHWI cepTUdikaT Bif yxe
3aTBEPKEHOIO BUPOGHMKA
NoAaHHs OHOBMIEHOTO cepTudikaty
BiANOBIAHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2004-083 -
Rev 05 (3atBepmkeHo: R1-CEP 2004-
083 - Rev 04) ana Adl Mipauetamy
Bif Aitouoro BupobHuka Northeast
Pharmaceutical Group Company,
Limited, China.
3MiHn | TURY - 3MiHK 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l E-
cepTudikat BiANoBiAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOTO cepTudikaTa
BiAMNOBIAHOCTI @60 BUNYyYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ansa Adl;
A5 BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHULTBI ADI; ANs AONOMDKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonel) -
OHoBneHnn cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOBHMKA
noAaHHs OHOB/MIEHOTO cepTuddikarty
BiANOBIAHOCTI €BpONenchbkili
hapmakonei Ne R1-CEP 2004-083 -
Rev 06 ans A®l Mipavuetamy Big,
Aitoyoro Bmpo6Huka Northeast
Pharmaceutical Group Company,
Limited, China. 3miHu | Tuny - 3MiHu 3
akocTi. CepTtucpikaT BignosigHocTi/lE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkii
hapmakonei/moHorpadii. MogaHHA
HOBOro a0 OHOB/IEHOIO cepTudlikaTa
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

BiNOBIAHOCTI 260 BUTYyYEHHS
cepTtucpikaTa BiANOBIAHOCTI
€Bponelicbkinn hapmakonei: ans Adl;
ONs BUXIOHOTO
mMaTtepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHOBNEHWIt cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA, NOAAHHS
OHOBJ/IEHOrO cepTudikaTty
BiANOBIAHOCTI EBpoNechkili
hapmakonei Ne R1-CEP 2004-083 -
Rev 07 ana A®l Mipauetamy Big,
nitovoro BupobHuka Northeast
Pharmaceutical Group Company,
Limited, China. 3miHu | Tvny - 3miHu 3
aKocTi. CepTudikat BignosigHocTI/TE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkii
hapmakonei/mMmoHorpadii. MogaHHA
HOBOro ab0 OHOBMEHOTO cepTudikaTa
BiAMOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa Bi4nNoBiLHOCTI
€sponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMartepiany/peareHTy/NpoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYKOTHCA Y
BMPO6HULTBI A®I; ANst AONOMIKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) -
OHOBNeHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOBHMKA, NOJaHHS
OHOBJIEHOTO cepTudikaTy
BiANOBIAHOCTI €BpoONechbkili
hapmakonei Ne R1-CEP 2004-069-
Rev 02 (3atBepmkeHo: R1-CEP 2004-
069-Rev 01) ansa Adl Mipayetamy Big,
Liro4oro BMpobHUKa
PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3miHu |
TMny - 3MiHKM 3 AKocTi. CepTudikat
BignosigHocTi/lE-cepTudpikar
BignoBigHOCTI €BponeicbkKili
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
thapmakonei/mMoHorpadii. MogaHHA

HOBOro ab0 OHOBMIEHOTO cepTudikaTa
BiAMNOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa Bi4nNoBILHOCTI
€sponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMartepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; ANs AONOMIKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) -
OHOBeHWit cepTuddikaT Bif yxe
3aTBEPKEHOrO BUPOGHUKA,
noJaHHs OHOBJIEHOro cepTudikarty
BiANOBIAHOCTI €BpoONechbkili
hapmakonei Ne R1-CEP 2004-069-
Rev 03 ana A®l Mipauetamy Big,
Ail04oro BUpPo6HUKa
PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3miHu |
Tuny - 3MiHN 3 sikocTi. CepTuddikat
BignosigHoCTI/lE-cepTudikar
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOrO cepTudikaTa
BiAMNOBIAHOCTI @60 BUNYyYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
A5 BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI ADI; ANs AONOMDKHOT
peyoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBneHnn cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA, NOJaHHS
OHOBJIEHOrO cepTudikaTy
BiANOBIAHOCTI €BpONenchbkili
hapmakonei Ne R1-CEP 2004-069-
Rev 04 ans A®l Mipavuetamy Big,
Ait04Oro BUPO6HUKa
PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3minu |
UMy - AAMIHICTPaTWBHI 3MiHW.

Buiy4YeHHs1 BUPOOHMYOT AiNTbHULL
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

(BKtovaroum ginbHUL ansa Adl,
NPOMIXHOro NPOAYKTY abo rotToBoro
nikapcbKoro 3acoby, AinbHNL ANs
NpoBefeHHA nakyBaHHs, BUPOOHUKA,
BiZANOBiAabHOrO 3a BUNYCK Cepiid,
MicLie NpoBeAEeHHS KOHTPOJIIO cepil)
ab0o noctavyasibHUKa BUXIAHOIO
martepiany, peareHTty abo fOMOMKHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCHE)
BUAaNEHHS BUPO6HMKa API
Mipauetamy - EGIS Pharmaceuticals
PLC, Hungary.

134.

NYUETAM®

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKOI0, NO
1200 wr, no 20
TabneToK y CKASAHNX
chnakoHax; no 10
Tabnetok y 6nictepi;
no 2 6nictepn y
KapTOHHI KopooLi

3AT
PapmaLeBTuy
HWiA 3aBO
EriC

YropLmHa

3AT
PapmaLleBTUYHN
1 3aBog ElC

YropLmHa

BHECEHHS 3MiH [10 peecTpaLjiiiHnux
marepianis: 3miHu | Tuny - 3miHu 3
aKocTi. CepTudikar BignosigHOCTI/TE-
cepTugikat BiaNoBigAHOCTI
€Bponeiicbkiii
hapmakonei/moHorpadii. NMogaHHA
HOBOro ab0o OHOBMIEHOrO cepTudikaTa
BiAMNOBIAHOCTI @60 BUNYYEHHS
cepTudikaTa Bi4noBiLHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
A5 BUXigHOro
mMartepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI ADI; Ans AONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBReHnn cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOBHMKA
noAaHHs OHOB/MIEHOTO cepTuddikaTy
BiANOBIAHOCTI E€BpONenchbkili
hapmakonei Ne R1-CEP 2004-083 -
Rev 05 (3aTBepaxeHo: R1-CEP 2004-
083 - Rev 04) ana A®I MipaueTtamy
Bif Aitovoro Bupo6Huka Northeast
Pharmaceutical Group Company,
Limited, China.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTtudikat BignosigHOCTI/IE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkii
hapmakonei/MoHorpadii. MogaHHA
HOBOro ab0o OHOBMIEHOTO cepTudikaTa
BiNOBIAHOCTiI 260 BU/TyYEHHS

3a
peyenmom

UA/8165/01/03




150

Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

cepTugikaTa Bi4nNoOBILHOCTI
€sponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; ANst AONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) -
OHOBNeHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOBHMKA
noJaHHs OHOBJIEHOro cepTudikarty
BiANOBIAHOCTI €BpoONenchbKili
hapmakonei Ne R1-CEP 2004-083 -
Rev 06 ana A®l Mipauetamy Big,
aitoyoro Bmpo6Huka Northeast
Pharmaceutical Group Company,
Limited, China. 3miHu | Tuny - 3MiHu 3
akocTi. CepTudpikaT BignosigHocTi/lE-
cepTudikat BiANoBiAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOTO cepTudikaTa
BiAMNOBIAHOCTI @60 BUNYyYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ansa Adl;
A5 BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHULTBI ADI; ANs AONOMDKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonel) -
OHoBneHnn cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA, NOJaHHS
OHOBJIEHOrO cepTudikaTy
BiANOBIAHOCTI €BpONenchbkili
hapmakonei Ne R1-CEP 2004-083 -
Rev 07 ans A®l Mipavuetamy Big,
Aitoyoro Bmpo6Huka Northeast
Pharmaceutical Group Company,
Limited, China. 3miHu | Tuny - 3MiHu 3
akocTi. CepTtucpikaT BignosigHocTi/lE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkii
hapmakonei/moHorpadii. MogaHHA
HOBOro a0 OHOB/IEHOIO cepTudlikaTa
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

BiNOBIAHOCTI 260 BUTYyYEHHS
cepTtucpikaTa BiANOBIAHOCTI
€Bponelicbkinn hapmakonei: ans Adl;
ONs BUXIOHOTO
mMaTtepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHOBNEHWIt cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA, NOAAHHS
OHOBJ/IEHOrO cepTudikaTty
BiANOBIAHOCTI EBpoNechkili
tapmakonei Ne R1-CEP 2004-069-
Rev 02 (3atBepmkeHo: R1-CEP 2004-
069-Rev 01) ansa A®I NMipaueTamy Bifg
Ait04Oro BUPO6HUKa
PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3minu |
Tuny - 3MiHK 3 aKkocTi. CepTudikat
BignosigHocTi/lE-cepTudpikar
BiANOBIAHOCTI EBpoNechkili
hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudiikata
BiNOBIAHOCTI 260 BUTyYEHHS
cepTtudpikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
ONs BUXIOHOTO
mMaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMIKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakone) -
OHOB/EHWIA cepTudikaT Bif yxe
3aTBEPIKEHOr0 BUPOOHNIKA,
NoAaHHs OHOBMIEHOTO cepTudikaty
BiANOBIAHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2004-069-
Rev 03 ansa A®l Mipauetamy Big,
Liro4oro BMpobHUKa
PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3miHu |
TMny - 3MiHKM 3 AKocTi. CepTudikat
BignosigHocTi/lE-cepTudpikar
BignoBigHOCTI €BponeicbkKili
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

thapmakonei/mMoHorpadii. MogaHHA
HOBOro ab0 OHOBMIEHOTO cepTudikaTa
BiAMNOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa Bi4nNoBILHOCTI
€sponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMartepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; ANs AONOMIKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) -
OHOBeHWit cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOGHMKA, NOJaHHSA
OHOBJIEHOTO cepTudikaTy
BiANOBIAHOCTI €BpoONechbkili
hapmakonei Ne R1-CEP 2004-069-
Rev 04 ana A®I Mipauetamy Big,
Ail04oro BUpPo6HUKa
PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3miHu |
TUMy - AAMIHICTPaTVBHI 3MiHW.
BunyyeHHss BUPOOHWYOT AiNbHULL
(Brntovaroun ginbHuui ansa Adl,
NPOMKHOro NpoAyKTy abo roToBoro
NiKapcbKoro 3acoby, AinbHUL AN
NPOBEeEHHS NakyBaHHs, BUPOGHUKA,
BiZANOBIAALHOrO 3a BUNYCK Cepiid,
MicLle NPOBeAEHHS KOHTPO/IIO cepil)
ab0o noctavasibHMKa BUXIAHOMO
marepiany, peareHTy abo AONOMiXHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y [OCHE)
BUAAIEHHS BUPOOHMKa AdI
Mipauetamy - EGIS Pharmaceuticals
PLC, Hungary.

135.

NO®I-500

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKOt0, No 500
Mr; no 5 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI KOopoo6Li

Inka
Na6opatopis
Nimiten

IHais

Inka
JNabopaTopis
Nimiten

IHgis

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMaTtepianis: 3miHu | Tuny - 3MiHn
oo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHeHUX AaHuX npo
cuctemy hapmakoHarnsagy (BsefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnagy, amiHa
yNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3

3a
peuerimom

UA/16367/01/01




153

n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

dhapmakoHarnsgy 3asBHuka gns
3[jiicCHEHHs hapmakoHarnsgy B
YKpaiHi, AKLL0 BOHa BiAMiHHA Bif
yMNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS
thapmakoHarnagy (Bkiuarum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MileHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) 3miHa KOHTakKTHOI
0cobu 3as1BHUKA, BIANOBIAA/ILHOT 38
thapmakoHarnsg B Ykpaii.
[itova pepakuis: TxagaHi [aHiens.
MponoHoBaHa pepakuin: CapaniHa
Onbra IBaHiBHA.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
0cobu 3as1BHMKA, BIAMNOBIAA/ILHOT 38
hapmakoHarnsg B Ykpaii.

136.

MEAEKCON

Kpansi OuHi,
cycneHsis, 1 mr/mn
no 10 mn y dpriakoHi-
KpanenbHuLj; no 1
donakoHy-
KpanenbHuui B
KapTOHHI KopooLi

TOB «YOPN[,
MEOVLINH>

YkpaiHa

K.O. Pomdpapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH 10 peecTpaLiiiHnX
martepianis: 3MiHu Il Tuny - 3MiHu

LoAo 6e3snekn/edpeKTBHOCTI Ta

chapmakoHarnsgy. BHeceHHs abo
3MiHa(1) [0 30608B'A3aHb Ta YMOB
BMAadi peecTpayjiiiHoro noceigyeHHs,
BK/tOYatoun MnaH ynpasniHHA
pu3nKamm (3acTocyBaHHS 3MiH(1),
Aki(a) BuMaratoTb(€) NoAanbLLOro
06r'pyHTYBaHHS HOBVMW 40OAATKOBUM

AaHvMK, Lo MaloTb HaJasaTucs

KOMMETEHTHUM OpraHoM, OCKifIbKu
BMMAaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM opraHom) 3asiBHUKOM
HafaHO OHOB/EHWIA MNnaH ynpasniHHA
pusmkamu Bepcisa 2.0. 3MiHU BHECeHO
[0 YaCTUH:
| «3aranbHa iHopmauis» 11
«Cneuundpikauisi 3 6esnekm» Il «MnaH 3
chapmakoHarnsgy» V «3axoau 3
MiHiMi3aLii pu3nkiB»

VI «Pe3tome nnaHy ynpasniHHA
pusmkammn» VIl «JogaTtkn» (nogatkm 1-
8) y 3B’A3KYy 3 OHOB/IEHHAM iHhopMmaLii
3 nepeniky npo6nem 3 6e3neku Aito4oi

pevyoBuHM fekcameTasoH (MicLesoil
4i7) BignoBiAHO A0 aKTyaslbHOI
iHhopmalii pilieHHs KoopauHauiiiHoi

3a
peyenmom

UA/13862/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

rpynu 3 npouesypw B3aEMHOI0
BW3HAHHSA Ta AeLeHTpas1izoBaHol
npoueaypv ana noguin (CMDh), a
TakoX Yy 3B'A3Ky i3 3MiHOKO chopmaty
BignosigHo Ao sumor Evaluation
Guidance on the format of the risk
management plan (RMP) in the EU —
in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2
Human Medicines).
Pestome MnaHy ynpasniHHA pu3vkamm
Bepcisa 2.0 gofaeTbes.

137.

MEAOK/NAB®

MOPOLLIOK ANs
OpaJsIbHOT cycneHsit,
400 mr/57 mr B 5 mn;
1 donakoH 3
MOpOLLKOM A5
npurotysaHHa 70 mn
cycnexsii y
KOMM/IEKTi 3
[03Y0UMM LWNpULemM
Y KapTOHHIli KopoobLi

Megokemi
nTa

Kinp

Megokemi
Nimiteq

Kinp

BHECEHHS 3MiH [0 peecTpaLiiHnX
mMartepianis: 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NpoBaPKeHHS AiA/IbHOCTI
BMpO6HMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIYaum
OinbHULI BUNYyCKy cepii abo micue
NPOBeEHHS KOHTPOJIKO SIKOCTI.
(BisnbHICTb, 3a SKy BignoBigae
BMPOGHUK/iIMNOPTEP, BK/IKOYAKOUM
BWMNYCK Cepiii) yTOYHEHHS Ha3BU Ta
afipecyt BUPOGHNYOT AiNbHULI Y
BignosigHocCTI fo cepTuddikaty GMP.
3MiHV BHECEHO B iHCTPYKLi0 AN
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3aco6y y po3ainun "BUpo6HMK",
"Micue3HaxoKeHHs BUPOGHMKa Ta
agpeca Micus NpoBaKEHHS oro
BLisnbHOCTI" 3 BigNoBIgHNMN 3MiHaMK B
TEKCTi MapKyBaHHs
ynakoBOK.BBeAeHHs 3MiH NpOTArom 6-
TW MicAUiB NiCN1A 3aTBEPAKEHHS.

3a
peuerimom

He nionsizae

UA/18207/01/01

138.

MEAOMNEHEM

NMOPOLLOK ANA
PO34UMHY AN iH'EKLR
abo iHdysiino1r, 1
h1aKOH 3 MOPOLLKOM
Y KapTOHHI KOpOOLLi

Megokemi
nTa

Kinp

Mepokemi T/,
(3aBog C)

Kinp

BHECEHHS 3MiH 10 peecTpavLinHnx
mMaTtepianis: 3miHu | TMny - 3MiHn 3
saKocTi. CepTudikar BignosigHoOCTI/IE-
cepTtudikaT BifnoBigHOCTI
€Bponeiicbkiii
thapmakonei/MoHorpadii. MogaHHA
HOBOro ab0o OHOBMIEHOrO cepTudikaTa
Bi4MNOBIAHOCTI 260 BUTyYEHHS
cepTuduikara BignoBigHOCTI

3a
peyenmom

UA/11738/01/02
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

€Bponelicbkiin hapmakonei: ans Adl;
A5 BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHULTBI ADI; ANs AONOMDKHOT
peyoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - Houii
cepTnaikaT Bif BXe 3aTBEPA)KEHOTO
BMPOGHMKa - nogaHHs Hosoro CEP Big,
BX€ 3aTBepAXeHOro BupobHuka Adl
Qilu Antibiotics Pharmaceutical Co.,
Ltd., CEP Ne RO-CEP 2015-362-Rev
00. 3MiHu | TNy - 3MiHK 3 SIKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[0MyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikavisx, nig yac BUpobHULTBA
rOTOBOrO /1iKapCbKOro 3acoby
(3BYXEHHSI ONYCTUMUX MEX) -
3BY)XXEHHS MeX crneuundikauii 3a
nokasHukom «Weight yield» ans
CyMiLlli MeponeHeMy 3 HaTpiem
KapboHaToMm 3 90-100% a0 95-100%,
LLIO MOB’A3aHO0 3 6GiNbLL 06r'PyHTOBAHNUM
niAxof0M A0 po3paxyHKY, Ko/m npu
ob6uncneHHi He 6epeTbca 4O yBarun
KiNbKICTb HECTEPWU/IBHOMO MOPOLLIKY.
3MiHu | TUNYy - 3MiHK 3 siKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOBHULTBI. 3MiHa po3mipy cepii
(BKIKOYatOUM gianasoH po3mipy cepir)
rOTOBOrO JliKapCbKOro 3acoby (iHLwui
3MiHN) - 3MiHW Ajana3oHy po3mipy cepii
AN MeponeHemy Tpurigparty,
KapboHaTy HaTpito Ta CymiLli
MeporneHeMy 3 Kap6oHaTOM HaTpito
BiANOBIAHO A0 AOKYMEHTIB BUPOGHMKA
Qilu Antibiotics. NMponoHoBaHa
pepakuis: Batch size —commercial:
about 17.7~28.92 kg, Batch size of
meropenem trihydrate: about 15~24
kg, Batch size of sodium carbonate
anhydrous: about 94~100 kg. 3miHn |
TUMy - 3MiHK 3 AKoCTi. [oTOBWMIA
nikapcbkuii 3aci6. Cuctema
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

KOHTeliHep/3aKynopoBasibHUi 3acio
(iHWi 3MiHW) - OHOBNEHHSA PO34iny
3.2.P.7.Cuctema
KOHTeliHep/3aKynopoBasibHKii 3aci6,
BMpo6HMKa Qilu Antibiotics, 3okpema
BU/TYYEHHS NaKyBaHHA OAHOro BUAY:
a/lloMiHieBa 6aHka 3
XN0p6YTUArYMOBOI NMPOBKOIO Ta
aIlOMIHIEBMM BigpPVBHNM KOBMNAYKOM.
3MiHM | TMNY - 3MiHK 3 AKOCTI.
CeprtucdhikaT BignosigHocTi/l'E-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkii
hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudiikata
BiNOBIAHOCTI 260 BUTyYEHHS
cepTtucpikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
ONs BUXIOHOTO
mMaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHOBNEHWIt cepTUdikaT Bif yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHSA
oHoBneHoro CEP Big Bxe
3aTBepxeHoro Bupo6Huka A®I, Qilu
Antibiotics (Linyi) Pharmaceutical Co.,
Ltd. CEP Ne RO-CEP 2015-362-Rev
01 (nonepeaHs Bepcis: RO-CEP 2015-
362-Rev 00). BHacnigok OHOBNEHHS
CEP Big6ynucs 3miHM B aHa/TITU4HOMY
MeTogi Bu3HaveHHs Pd Ta Rh
(Ph.Eur.2.2.58). 3minu | Tvny - 3miHn 3
akocTi. CepTudpikaT BignosigHocTi/lE-
cepTuduikar BiANoBiAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHs
HOBOro ab0o OHOBMIEHOr0 cepTudikaTa
BiAMNOBIAHOCTI @60 BUNYyYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
A5 BUXigHOro
MaTtepiany/peareHTy/npomiKHOro
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHULTBI ADI; ANs AONOMDKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonel) -
OHoBneHnn cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHSA
oHoBneHoro CEP Big Bxe
3arBepakeHoro BupobHuka A®l, Qilu
Antibiotics (Linyi) Pharmaceutical Co.,
Ltd CEP Ne RO-CEP 2015-362-Rev 02
(nonepepgHs Bepcisa: RO-CEP 2015-
362-Rev 01). BHacnigok OHOBMEHHS
CEP Bigbynacs 3miHa B agpeci
BnacHuka CEP. NponoHoBaHa
pepakuis: CEP 2015-362-Rev 02
No. 29 Huayuan Street Linyi County
China-251 500 Dezhoy City,
Shandong Province. 3miHu | Tuny -
3MiHu 3 siKocTi. CepTudikat
BignosigHocTi/lE-cepTudpikar
BiANOBIAHOCTI €BpoONechbkili
hapmakonei/mMmoHorpadii. MogaHHA
HOBOro ab0 OHOBMEHOTO cepTudikaTa
BiAMOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa Bi4nNoBiLHOCTI
€sponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMartepiany/peareHTy/NpoMibKHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; ANst AONOMIKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) -
OHOBNeHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
oHosrieHoro CEP Big Bxe
3aTBepmxeHoro BmpobHuka A®l, Qilu
Antibiotics (Linyi) Pharmaceutical Co.,
Ltd CEP Ne RO-CEP 2015-362-Rev 03
(nonepepHs Bepcis: RO-CEP 2015-
362-Rev 02). BHacnifok OHOBEHHS
CEP, Bigbynacs 3miHa Ha3Bwu
BnacHuka CEP 3 Qilu Antibiotics P
(Linyi) Pharmaceutical Co., Ltd Ha
Shandong Anhong Pharmaceutical
Co., Ltd. 3MmiHu | Tnny -
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

AAMiHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micua
NPOBaXEHHS AiS/IbHOCTI BUPOGHMKa
(BKKOYAtoUM, 3a HeO6XiAHOCTI, Micue
NPOBefEHHS KOHTPOIO AKOCTI), a6o
B/lacHuka mactep-caiina Ha Ad®l, abo

nocravanbHuka Adl/BuxigHoro

mMaTtepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO 3aCTOCOBYHOTHCS Y
BUPOOGHMUTBI ADI (SKLLO 3a3HaYeHo y
[0CbE Ha nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBpoNechkili
hapmakonei y 3aTBepAKeHOMY A0CLE,
a60 BMPO6GHMKA HOBOI AOMOMiXKHOT
PeYOoBMHM (SIKLLIO 3a3HAYEHO Y JOCLE) -
3MiHa Ha3BW BUPOGHMKa CTEPUbHOT
CyMiLli MeponeHemy TpurigpaTy Ta
KapboHaTy HaTpito. [litoua pefakuis:
Qilu (Linyi) Antibiotics Pharmaceutical
Co., Ltd MNMponoHoBaHa pefakyjisi:
Shandong Anhong Pharmaceutical
Co., Ltd. 3miHn | TUNY - 3MiHM 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l E-
cepTudikat BiANoBiAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
A5 BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHULTBI ADI; Ans AONOMDKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonel) -
OHoBneHu cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHSA
oHoBneHoro CEP Big Bxe
3aTBEPAKEHOrO BUPOGHMKa AdI,
Shandong Anhong Pharmaceutical
Co., Ltd. CEP Ne R1-CEP 2015-362-
Rev 00 (nonepegaHs Bepcis: RO-CEP
2015-362-Rev 03)
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
139. | ME3M® Tabnetku BEPNIH-XEMI | HimeuyynH Brvpo6HMuTBO HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHmx 6e3 UA/7977/01/01
®OPTE 10000 KMLLIKOBOPO3UMHHI; Al a "in bulk", marepianis: 3miHu | Tuny - 3miHn peyenma
no 10 TabneTok y KOHTPO/b Cepiit: Loao 6e3nekn/edpeKTBHOCTI Ta
6nictepi; no 1 a6o BEPNIH-XEMI hapmakoHarnagy (iHwi 3mMiHn)
no 2, abono 5 Al', HimeuumHa; OHOB/EHHA TEKCTY MapKyBaHHSA
6nictepiB y Brpo6HMUTBO NepBUHHOT Ta BTOPVMHHOT YNakoBOK Y
KapTOHHIA Kopoo6Li "in bulk", 3B'A3KY 3 HAHECEHHSIM /10rOTUNY
nakyBaHHs, komnaHii (BERLIN-CHEMIE
KOHTPO/b Cepiit: MENARINI).
MeHapiHi-PoH
XengeH MvbX,
HimeuyuunHa;
MakyBaHHs,
KOHTPO/b Ta
BUWMYCK Cepiii:
BEP/IH-XEMI
Al', HimeyunHa
140. | ME3NM® TabneTkun BEPNIH-XEMI | HimeyunH B1po6HMLTBO HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 6e3 UA/6763/01/03
®OPTE 20000 KMLLKOBOPO3UMHHI; Al a Tabnetok "in mMaTtepianis: 3miHu | TMny - 3MiHK peuenma
no 10 TabneTok y bulk" Ta oo 6e3snekn/edhekTMBHOCTI Ta
6nicTepi; no 2 abo KOHTPO/b Cepiit: hapmakoHarnagy (iHwi 3MiHN)
no 5 6nictepis y BEPNIH-XEMI OHOB/EHHS TEKCTY MapKyBaHHs
KapTOHHI KOopoo6Li Al, HimeuunHa yNakoBKM NikapcbKoro 3acoby, a came
MakyBaHHs, [ofJaHo iHdhopmaLiio WwoAo 1orotuny
KOHTPO/b Ta komnaHii (BERLIN-CHEMIE
BUWMYCK Cepiii: MENARINI).
BEPNIH-XEMI
Al', HimeyunHa
141. | MEKCUKOP® PO34MH AN iH'EKLN, TOB YKpaina MpAT «Jlekxim- YKpaina BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX 3a UA/4971/01/01
50 mr/mn, no 2 mn B "30PABO" XapkiB» mMaTtepianis: 3miHu | Tuny - 3MiHn peuyenmom
amnyni; no 5 amnyn oo 6e3sneku/edpekTMBHOCTI Ta
B KOHTYPHIlA hapmakoHarnsigy. BeegeHHs abo
YapyHKOBIi 3MiHW [0 y3araslbHEHUX AaHnX Npo
ynakosLi; no 2 cuctemy hapmakoHarnsagy (BsefeHHs
KOHTYPHI YapyHKOBI y3ara/ibHeHUX JaHnX npo cuctemy
ynakoBKM B nauLi 3 thapmakoHarnagy, amiHa
KapTOHY yNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOT 32 3AiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnagy 3asiBHuka gns
34iicHeHHs chapmakoHarnsgy B
YKpaiHi, AKLWO BOHA BiAMIHHA BiJ
yNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOT 32 3AiCHEHHS
(hapmakoHarnsay (skaoyarym
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3asaBHUK
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n/n

JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

142.

MEMAHTUHY

KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MileHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOI 0CO6M 3as1BHYKA,
BiANOBiAaNbHOI 3a thapmakoHarnsg,
[itoua pepakuis: Maiictep MapuHa
eHHapjiBHa. MponoHoBaHa pefakuis:
daminapcbka AHHa JleoHigiBHa.
3MiHa KOHTaKTHUX AaHnX
yMNOBHOBaXeEHOI 0cobu,
BiANOBIAa/IbHOI 3a hapmakoHarnag.
3MiHa Micus 34iiiCHEHHS OCHOBHOT
LisiNbHOCTI 3 hapmakoHarnsgy. 3MiHa
MiCLie3HaxXoMKeHHs macTep-ainna
cucteMu hapmakoHarisgy

rAPOXIOPU,

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKo10, Mo 20
mr, in bulk: no 10,3
Kr; no 7,7 kr; no 5,7
Kr; no 4,25 kr; no 3,1
Kr TabneToK y
nakeTax

TOB "ACIHO
YKPAIHA"

YkpaiHa

BMPOBHULITBO,
nakyBaHHs,
aHanis Ta
BUWMYCK Cepiil:
CiHTOH XicnaHis,
C.N.

IcnaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHnx
marepianis: 3miHu | Tuny - 3miHn 3
AKOCTi. A®Il. KoHTponb A®L. 3miHa y
napameTpax cneuudgikadii Ta/abo
[ONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha Adl, abo
BUIXiHWIA/NPOMIXKHWIA
npogyKT/peareHT, Wwo
BUKOPWCTOBYHOTBLCS Y NpoLeCi
BUpO6HMLTBA AD| (BUTYYEHHS
He3HayHOro nokasHuka siKocTi
(Hanpuknag BUyYeHHs 3acTapifioro
nokasHuka)) 3miHa y napameTpax
cneumdikauii Ha A®l, a came-
BUJTyYEeHHA BUNPOGYBaHHA Ha BMICT
BaXKMX MeTaniB. 3MiHu | Tuny - 3miHn
3 aKocTi. A®Il. KonTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[0NyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiZHWA/NPOMIKHWIA
NpoAyKT/peareHT, Wwo
BVKOPVCTOBYIOTHCA Y MPOLECI
BMPOGHMLTBA AD| (BUNYYEHHS
He3HaYyHOro MokasHuKa sKoCTi
(Hanpvknag BUIyyYeHHs 3actapisnoro
nokasHuka)) 3miHa y napametpax
cneumngikauii Ha A®l, a came-
OOMiLLKa AUMEeTUNXN0p-afamaHTaHy
(G/101) BunyyeHa, ockinbku 1-xaop-

UA/13170/01/02
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n/n

JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o

143.

MEMAHTUHY

3,5-gumeTunagamaHTaH binbLue He
BMKOPVCTOBYETLCA SK BUXIAHWI
marepian BUPOOHNKOM cybCTaHLji
AMSA S.p.A.
3MmiHu | Trny - 3miHK 3 sKocTi. API.
Brpo6HMLUTBO. 3MiHM B nMpoueci
BUpo6HMLTBa AP| (HE3HAYHA 3MiHa Y
npoueci BupobHuutea AdI)
HesHauHa 3miHa B npovueci
BUpOGHMLTBA ADI, a came- peareHT
Kauito rigpokap6oHaT (KHCO3) 6yB
3amiHeHuiA Ha 30 % pO34MH HaTpIto
rigpokcnay (NaOH) (skuii Bxe
BMKOPUCTOBYETHLCA B NPOLECI
BMPOGHMLTBA) 3 MipKyBaHb 6e3neku Ta
OXOPOHUN HaBKO/NLLIHBLOTO
cepegosyuia. 3miHun | Tuny - 3miHun 3
akocTi. A®l. BupobHMLTBO. 3MiHM B
npoueci BupobHuuTBa A®| (He3HauHa
3MiHa y npoueci BupobHuytea Adl)
He3HayHa 3MiHa y npoueci
BUpOGHMLTBa ADI, a came- 3MiHa
NopsAKY 3aBaHTaXKEHHS rpaHy”n
HaTpito rigpokcugy Ta npocony (I-
MeTOKCU-2-NponaHony).

nocBi04Y€eHHs1

rAPOX/IOPU,

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKO10, Nno 10
mr, in bulk: no 10,3
Kr; no 7,7 kr; no 5,7
Kr; no 4,25 kr; no 3,1
KF TabneToK y
naketax

TOB "ACIHO
YKPAIHA"

Ykpaina

BMPOBHMLITBO,
nakyBaHHs1,
aHani3 Ta
BUWMYCK CepiiA:
CiHTOH XicnaHis,
C.N.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMaTtepianis: 3miHu | TUNY - 3MiHK 3
AKoCTi. A®Il. KoHTponb A®L. 3miHa y
napameTpax cneuucpikauin Ta/abo
[0MNYCTUMUX MEX, BU3HAYEHUX Y
cneumgikauisax Ha A®l, abo
BVIXiAHWA/NPOMIKHWIA
npoAyKT/peareHT, Wwo
BMKOPWCTOBYHOTLCS Y NpoLeCi
BMPOGHMLUTBA AD| (BUNYYEHHS
HEe3Ha4yHOro MokKasHuKa SKoCTi
(Hanpuknag BUyYeHHs 3acTapinoro
nokasHuka)) 3miHa y napameTpax
cneumnikauii Ha A®I, a came-
BU/TyYEHHSA BUNPOGYBaHHSA Ha BMIiCT
BaXKKMX MeTaniB. 3MiHu | Tuny - 3miHn
3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudgikadii Ta/abo
[ONYCTUMUX MEX, BUSHAUYEHUX Y

cneundikauisax Ha A®l, abo

UA/13170/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

BUVIXiAHWA/NPOMIXKHWIA
npoayKT/peareHT, Wwo
BUKOPWCTOBYHOTBLCS Y NpoLeCi
BUpPOGHMLTBA AD| (BUNTYYEHHSA
HEe3HayYyHOro nokKasHuka sSKocTi
(Hanpuknag BUyYeHHs 3acTapinoro
nokasHuka)) 3miHa y napameTpax
cneumdikauii Ha A®l, a came-
OOMilLKa AVMETUNX10p-afamaHTaHy
(G/101) Buny4eHa, ockinbkn 1-xnop-
3,5-gumeTunagamaHTaH binblie He
BMKOPWCTOBYETHLCS SK BUXIAHWIA
mMartepian BUPOBHNKOM CcybCTaHUji
AMSA S.p.A.
3MmiHu | TNy - 3miHK 3 [KocTi. API.
Brvpo6HMUTBO. 3MiHM B npoLeci
BMPOGHMLTBA AD| (HE3HaYHA 3MiHA Y
npoueci BupobHuutea AdI)
HesHauyHa 3MiHa B npoLeci
BMPOGHMLUTBA ADI, a came- peareHT
Kanito rigpokapboHat (KHCO3) 6ys
3amMiHeHuii Ha 30 % pO34MH HaTpito
rigpokengy (NaOH) (skuin Bxe
BUKOPVCTOBYETLCA B NPOLECI
BUPOGHMLTBA) 3 MipKyBaHb 6e3nekn Ta
OXOPOHW HaBKOJINLLHBOIO
cepepoBuuia. 3miHu | Tuny - 3MiHW 3
AKocTi. A®l. BUpo6HULTBO. 3MiHM B
npoueci BupobHuutea A®| (HesHauHa
3MiHa y npoueci BupobHuytea Adl)
He3HayHa 3MiHa y npoueci
BMPOGHMLUTBA ADI, a came- 3MiHa
NopSAAKY 3aBaHTaKEHHS rpaHyn
Hatpito rigpokeuay Ta npocony (I-
METOKCU-2-MponaHosny).

144.

MEMAHTUHY
rAPOX/IOPUA

TabneTku, BKPUTI
NNiBKOBOO
060/10HKO10, Mo 10
mr in bulk: no 10,3
Kr; no 7,7 kr; no 5,7
Kr; no 4,25 kr; no 3,1
Kr TabneToK y
naketax

TOB "ACIHO
YKPAIHA"

YkpaiHa

BMPOGHMLITBO,
nakyBaHHs1,
aHanis Ta
BUWMYCK Cepiii:
CiHTOH XicnaHis,
C..

IcnaHis

BHECEHHS 3MiH 10 peecTpaLiiiHnX
mMaTtepianis: 3miHu | TUNy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro
3aco06y (iHWi 3MiH1) OHOBMEHHS BXe
3aTBEPMAKEHUX METOAIB KOHTPO/IHO
AKOCTI NlikapCbKoro 3acoby, a came:
BUKNAAEHHS TEKCTY AEPXKaBHO
MOBOHO 3TifHO Cy4aCHWX BUMOT

UA/13170/01/01

145.

MEMAHTUHY

TabneTkun, BKpUTI

TOB "ACIHO

YKpaiHa

BMPOGHULITBO,

IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiHNX

UA/13170/01/02
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
rigPOXNOPUL | nniskoBoOlO YKPAIHA" nakyBaHHs, mMaTtepianis: 3miHu | TUNy - 3MiHK 3
060/10HKOI0, Mo 20 aHanis Ta AKoCTi. [0TOBWIA NikapcbKnin 3aci6.
Mr in bulk: no 10,3 BUWMYCK Cepiii: KOHTpO/b roToBOro nikapcbKoro
Kr; no 7,7 kr; no 5,7 CiHTOH XicnaHis, 3aco6y (iHWi 3MiHKM) OHOBMNEHHS BXe
Kr; no 4,25 kr; no 3,1 C.n. 3aTBEPKEHNX METOAIB KOHTPO/IO
Kr TabneToK y AKOCTI flikapcbkoro 3acoby, a came:
nakeTtax BUKNAAEHHS TEKCTY AEPXKaBHO
MOBOHO 3TifJHO Cy4aCHUX BUMOT
146. | MEMAHTUHY TaGneTKn, BKPUTI TOB "ACIHO YkpaiHa BMPOGHMLITBO, IcnaHis BHECEHHS 3MiH 10 peecTpaLiiiHnX - UA/13170/01/01
rAPOXNOPUL | nniBkoBOKO YKPAIHA" nakyBaHHs, mMartepianis: yTOYHEHHSA [,O3YBaHHA
06010HKO1O, 1Mo 10 aHanis Ta Ta peecTpaujiiiHoro Homepa B Hakasi
mr in bulk: no 10,3 BUWMYCK Cepiii: MOS3 YkpaiHu Ne 176 Big 02.02.2024
Kr; no 7,7 kr; no 5,7 CiHTOH XicnaHis, B npoueci BHeCEHHs 3MiH (3MiHu |
Kr; no 4,25 kr; no 3,1 C.n. TMny - 3MiHK 3 AKOCTI. FoTOBMIA
Kr TabneToK y nikapcbkuii 3aci6. KOHTponb roToBOro
naketax nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA roTOBOro /iKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNpo6yBaHHA) HesHauHi 3mMiHn fo
meToAy X A58 KOHTPO/O NOKa3HUKa
"CynpoBigHi gomilukn". MpuBeaeHHs Y
BiANOBIAHICTb 4O MaTepianis
BMpoG6HMKa Synthon Hispania, S.L.,
IcnaHis, a came, BHECEHHS [10
METOANKN KOHTpOo dopasy “Mopir
peecTpauii gomiwok: 0,05%").
Pepakuis B Hakasi - TabneTku, BKpUTI
NMiBKOBOK 060/10HKOI0, MO 20 Mr,
HOMep peecTpaLiiiHOro NocBigYeHHi -
UA/13170/01/02. BipHa pepgakuis -
TabneTku, BKpUTi NJ1iBKOBOIO
060/10HKO}0, N0 10 Mr, HOmep
peecTpauiliHoro nNocBigUYeHHs -
UA/13170/01/01.
147. | MEPOHEM NOpPOLLOK A5 Mcpaiizep Eitu. CWA AcTpa3eHeka Benuka BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/0186/01/02
PO3UMHY ANA iH'EKLi Ci. Mi. HOK Nimites, BputaHis/ marepianis: 3miHu | Tuny - 3MiHu peyenmom
abo iHdysin no 1000 KoprnopeiiwH Benvka ITanis/ oo 6e3snekn/edpekTMBHOCTI Ta
Mmr; no 10 donakoHis BputaHis Lseiiuapis/ thapmakoHarnsay. BeegeHHs abo
3 MOPOLLKOM Y (BUPOGHUK, AnoHis 3MiHW [0 y3araslbHEHUX AaHuX nNpo
KapTOHHI KOPOOL; BignoBiganbHN cuctemy thapmakoHarnagy (BBegeHHs
3a BTOPVHHY y3arasibHeHUX JaHnx nNpo cucTemy
YyMNaKoBKy, thapmakoHarnagy, 3miHa

BUMYCK cepii);
ENCiEc fJo6dap

YNOBHOBaXEHOI 0Cco6u,
BiANoBiAabHOI 3a 3AiCHEHHS
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
Cna, Itanis hapMakoHarnsay; KOHTakTHoI ocobu 3
(BUPOGHMK "in hapMakoHarnsay 3asiBHuka ans
bulk"); 3[jiCHEeHHSs hapmakoHarnsgy B
3aM60H YKpaiHi, AKL0 BOHA BiAMIHHA Bif
CaiTuepnaHg YMOBHOBaXEHOI 0Ccobu,
NTa, Weeiiuapis BiANOBiAA/IbHOT 32 3AjACHEHHS
(BUPOBHUK, thapmakoHarnsgy (Bknoyaroum
BiANOBIAaIbHNI KOHTaKTHI faHi) Ta/abo 3mMiHn y
3a NEPBUHHY pO3MilLeHHI MacTep-dhaiina cuctemu
ynakoBKY, thapmakoHarnagy) - 3MiHa KOHTaKTHUX
BTOPUHHY [JaHnX KOHTaKTHOI 0CO6W 3asBHNKa,
yMaKoBKy, BiANOBiAA/IbHOT 32 3AjACHEHHS
BUNycK cepii); hapmakoHarnagy B Ykpaii.
CywmiTomo
[LeliHinnoH
dapma Ko.,
Nta., Anoxisa
(BMPOGHMK "in
bulk™)

148. | MEPOHEM MOPOLLIOK ANs Mcpainzep Eitu. CLIA AcTpa3eHeka Benwuka BHECEHHS 3MiH [0 peecTpavLjiiiHnX 3a UA/0186/01/01
PO34UHY ANS iH'EKLi Ci. Mi. FOK Nimites, BpuTania/ mMaTtepianis: 3miHu | Tuny - 3MiHn peyenmom
abo iHdysiii no 500 KopnopeiiwH Benuvka ITania/ oo 6e3snekun/edpekTMBHOCTI Ta
mr; no 10 dhnakoHis BpuTaHis LLseliapis/ hapmakoHarnsigy. BeegeHHs abo
3 NMOPOLLKOM Y (BMPOBHWK, AnoHis 3MiHW [0 y3araslbHEHUX AaHnx Npo
KapTOHHIA Kopoo6Li BiANoBigabHUIA cuctemy hapmakoHarnagy (BBeLeHHs

3a BTOPUHHY y3arasibHeHVX AaHnx Npo cuctemy
ynaKkoBKy, hapmakoHarnagy, amiHa
BUMYyCK cepii); yNOBHOBaXeEHOI 0cobu,
EiCiEc fo6dap BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
Cna, Itanisa thapmakoHarnsay; KOHTakTHOi 0cobm 3
(BUPOGHKK "in hapMakoHarnsaay 3asBHuka ans
bulk"); 3[jiicHeHHs hapmakoHarnsgy B
3amM60H YKpaiHi, AKLWO BOHA BiAMIHHA BifJ
CaiTuepnaHg yNOBHOBaXeEHOI 0cobu,
Nta, Weeiiuapis BiANOBIAA/IbHOI 32 34iiCHEHHSA
(BMPOGHMK, hapmakoHarnsgy (Bknrovaroum
BiANoBigabHUIA KOHTaKTHI AaHi) Ta/abo 3MiHu y
3a NepBUHHY po3MmileHHi MacTep-dhaiina cuctemu
ynaKkoBKy, thapmakoHarnagy) - 3MiHa KOHTakTHUX
BTOPVHHY [aHNX KOHTaKTHOI 0CO6M 3asBHUKA,
ynaKoBKYy, BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
BUMNYCK cepii); thapmakoHarnagy B Ykpaii.
CymiTomo
[enHinnoH

Papwma Ko.,
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
Nta., AnoHia
(BMPOGHMK "in
bulk™)
149. | METOTPEKCAT | koHUeHTpart A1 EBEBE ABCTpist NOBHUIA LKA ABcTpisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a UA/1209/02/01
"EBEBE" pO3UnHYy AN dapma BMPOGHMLTBA: HimeuunHa marepianis: 3miHu | Tuny - 3miHn peyenmom
iHdpysii, 100 mr/mn lec.m.6.X. ®APEBA Loao 6e3nekn/edpeKTMBHOCTI Ta
no 5 mn (500 mr), Hdor.KI YHTepax MmM6X, hapmakoHarnsgy. BeeneHHs abo
a6o no 10 mn (1000 ABcCTpis; 3MiHW [0 y3arasibHEHNX JaHuX Npo
Mr), abo no 50 mn BMNYCK Cepil: cuctemy thapmakoHarnagy (BBefeHHs
(5000 mr) y EBEBE ®apma y3arasibHeHUX AaHux Npo cuctemy
hnakoHi; no 1 lec.m.6.X. Hor. thapmakoHarnsgy, 3miHa
dhnakoHy B KI", ABCTpis; YMOBHOBaXeHOT 0cobu,
KapTOHHIA Kopoo6Li TeCTyBaHHS: BiANOBIAA/IbHOI 32 34iiCHEHHS
Mhn hapMakoHarnsay; KOHTakTHOI 0cobu 3

Mikpob6ionoriwe
¢ MNprochnabop
'M6X, ABCTpISi;
TeCcTyBaHHS:
Nab6op NN+ C AT,
Himeuunna

thapmakoHarnagy 3asiBHUKa s
3[iliCHEHHsI (hapmakoHarnaay B
YKpaiHi, AKL0 BOHA BiAMiHHA Bif
yMOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bkaryaroum
KOHTaKTHi flaHi) Ta/abo 3MiHN y
pO3MiLlLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg.
[itoua pepakuis: asig [xoH Nesic /
David John Lewis.
MponoHoBaHa pepakuin: Juergen
Maares / OpreH Maapec.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0CO6M 3as1BHYKA,
BiANOBiAaNbHOI 3a thapmakoHarnsg,
3MiHa KOHTaKTHOT 0CO6Y 3aABHNKA,
BiANOBIAa/IbHOT 3a (hapmakoHarnsg, 8
YKpaiHi.

[itova pepakuia: Opnos B'Aavecnas
BikTopoBuy.
MponoHoBaHa pepakuis: TaHacosa
3opsiHa MukonaisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asBHVKa, BigNoBiAaIbHOT 3a
hapmMakoHarnag B YKpaiHi.
3MiHa MicLle3HaxoMKeHHsI MacTep-
thaiina cuctemun chapmakoHarnsgy Ta
oro Homepa.
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
3MiHa MicLs 3AiACHEHHSI OCHOBHOT
AiSIbHOCTI 3 thapmakoHaraagy.
150. | METOTPEKCAT | po3uuH ANns iH'eKuii, EBEBE ABCTpiIf NOBHUIA LWKN ABcTpisi/ BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/0513/02/01
"EBEBE" 10 mr/mn no 1 mn $apma BMpOGHULTBA: HimeuunHa mMaTtepianis: 3miHu | TMny - 3MiHK peyenmom
(20 mr) no 5 mn (50 lec.m.6.X. ®APEBA LoAo 6e3snekn/edpeKTBHOCTI Ta
Mr) y don1iakoHi; no 1 Hdor. KI YHTtepax Mm6X, thapmakoHarnagy. BeegeHHs abo

dhnakoHy B
KapTOHHI kopobuyj;
no 0,75 mn (7,5 wr),
no 1 mn (10 wmr), no
1,5 mn (15 wr), no 2
M (20 mr) y
nonepeaHLo
3anoBHEHOMY
wnpuui; no 1 abo no
5 nonepefHLO
3aMoBHEHNX
wnpuuis y
KapTOHHIA Kopoo6Li
pasom 3i
CTEPUbHO
iH'eKUiliHOIO rofkot
Ta cepBeTkamu

ABTpISt; BUNYCK
cepii: EBEBE
Papma
ec.m.6.X. Hdpr.
KI', ABCTpis;
TeCcTyBaHHS:
Mnn
Mikpob6ionoriwe
c Mptochnabop
'M6X, ABCTpIst;
TeCcTyBaHHS:
Na6op N+ C AT,
Himeuunna

3MiHW [0 y3araslbHeHUX AaHuX npo
cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHVX faHux npo cuctemy
hapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0Co6u,
BiANOBiAa/bHOI 3a 3AjACHEHHS
thapmakoHarnsfy; KOHTakTHOT 0cobm 3
hapMakoHarnsay 3asiBHuka ans
3[jiCHEeHHs chapmakoHarnsgy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0Cco6bu,
BiANOBiAa/bHOI 3a 3AjACHEHHSA
thapmakoHarnsgy (Bknroyaroum
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-thaiina cuctemu
thapmakoHarnagy) 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANOBIAa/IbHOT 32 hapmakoHarnsag.
[litoua pepakuin: Oasig xoH Jlesic /
David John Lewis.
MponoHoBaHa pepakuia: Juergen
Maares / FOpreH Maapec.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg.
3MiHa KOHTaKTHOT 0CO6U 3asiBHIMKA,
BiANOBiAa/IbHOT 3a (hapmakoHarnsg, B
YKpaiHi.

[itova pegakuis: OpnoB B'ssuecnas
BikTopoBuy.
MponoHoBaHa pepakuis: TaHacoBa
3opsaHa MukonaisHa.
3MiHa KOHTaKTHUX [aHUX KOHTaKTHOT
0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38
hapmakoHarnsg B Ykpaii.
3MiHa MicLle3Haxo4KeHHs1 MacTep-
thaiina cuctemm chapmakoHarnsgy Ta
noro Homepa.
3MiHa Micus 3AiliCHEHHA OCHOBHOI
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
AiSNbHOCTI 3 thapmakoHariagy.
151. | MET®OPMIH TabneTku, BKpUTI CaHpo3 CnoBeHis Nek C.A., Monbwa/ BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX 3a UA/9477/01/02
CAHAO3® NnNiBKOBOKO dPapmacbioTika MonbLia CnoBeHis mMaTepianis: BUNPaB/IeHHA TEXHIYHOT peyenmom
060/10HKOH0, M0 850 n3 Aa.Aa. (BUpOGHMLTBO NOMW/IKW, 3rigHO N.2.4. n.n. 4 po3giny
Mr, no 10 TabneTok 3a MoBHUM VI Hakazy MO3 YkpaiHu Big
y 6nicTepi; no 3 abo LMK/TOM; 26.08.2005p. Ne 426 (y pegakuji
12 6nictepiB y nakyBaHHs, Haka3y MO3 Ykpainu Big 23.07.2015 p
KapTOHHI kopobuyj, BUMYCK cepii) Ne 460) y 3aTBepmkeHnx MKA /13
no 12 tabneTok y (MeToan KOHTpO/K0), a came 6yno
6nictepi; no 10 Nex HEKOPEKTHO BKa3aHO (pyHKLit0
6nictepiB y dapmaueBTUYHA BMPO6HUKa Jlek dapmaveBTUYHa
KapTOHHI Kopoo6Li KomnaHis a.4., KoMmnaHisa 4.4., CnoseHis:
CnoseHisn «KOHTpONb/BUNPOOGYBaHHA cepii», B
(TecTtyBaHHA N- TOW Yac SiK NpaBu/IbHOI PefakLieto €
Hitpo3ogumeTtun «TecTyBaHHA N-HitposogumeTtun-
-amiHy (NDMA)) amiHy (NDMA). 3a3HayeHe
BMMpaB/IEHHS BignoBigae maTepianam
peecTpauiiHoro focke, SKi
npeacTasneHi B apxisi (po3ain
3.2.P.3.1.Bupo6HuK(-1))
152. | MET®OPMIH TabneTku, BKPUTI CaHpo3 CnoBeHis Nexk C.A., Monbwa/ BHECEHHS 3MiH 10 peecTpaLiiiHX 3a UA/9477/01/01
CAHAO3® nAiBKOBOO dapmacbloTika MonbLua CnoseHis mMarepianis: BUNpPaBfeHHSA TEXHIYHOI peyenmom
060/10HKOH0, Mo 500 n3 a.Aa. (BUPOGHMLTBO NOMWJIKHK, 3rigHOo N.2.4. n.n. 4 po3giny
mr, no 10 TabneTok 3a NOBHUM VI Haka3zy MO3 Ykpainu Bif
y 6nicTepi; no 3 abo LMKIOM; 26.08.2005p. Ne 426 (y pegakuii
12 6nictepiB y nakyBaHHs1, Haka3y MO3 Ykpainu Big 23.07.2015 p
KapTOHHIA Kopoo6Li BMNYCK cepil) Ne 460) y 3arBepmxeHux MKA N13
(MeToaM KOHTPONID), a caMe 6yno
Nex HEKOPEKTHO BKa3aHO (pyHKLit0
dapmaueBTUyYHa BMPO6HUKa Jlek apmaLieBTUYHa
KomnaHia g.4., KomnaHia Aa.4., CnoseHis:
CnoBeHis «KOHTpO/Ib/BMNPO6GYBaHHA cepii», B
(tectyBaHHs N- TOIi Yac ik NPaBUIbHOK PeAakLieto €
HitpozogumeTun «TecTtyBaHHA N-HiTpozognmeTun-
-amiHy (NDMA)) amiHy (NDMA). 3a3HauyeHe
BUNPaB/IEHHs Bignosigae marepianam
peecTpaviiHoro focke, siKi
npeacTaBneHi B apxiBi (po3ain
3.2.P.3.1.BUpo6HUMK(-1))
153. | MUPLEEPA® PO34MH ANA iH'EKLN TOB «PoLu YkpaiHa Bnpo6HMLTBO HimeuunHa/ BHECEHHS 3MiH 10 peecTpavLiiHnx 3a UAI16434/01/02
no 50 mkr/0,3 mn; 1 YkpaiHa» Hepo3dacoBaHo LLiBefiuapis Marepianis: yTOYHEHHS peyenmom
nonepeaHLo T npoayku;i, peecTpauiiiHoro Homepa B Hakasi
HanoBHEeHWIA WnpuLy nepBuHHe MO3 Ykpainm Ne 1181 Big,
pas3om 3 rofkow Ans nakyBaHHs, 08.07.2024 B npoLieci BHECEHHSA
iH'EKU Y KAPTOHHIN BTOpPWHHE 3MiH (3MiHu | TMNY - 3MiHK Woao
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
ynakoBLi nakyBaHHs, 6e3nekun/ehekTNBHOCTI Ta
BMNPOBYBaHHSA thapmakoHarnsgy (iHwi 3MiHN) - 3MiHK

KOHTPO/HO AKOCTI
(3a BUHATKOM
BMNPOBYBaHHSA
MeToAoM
6ionoriyHoro
aHanisy
"AKTUBHICTb in
vivo, Ha
HOPMOLMTEMIYHI
7 muwi* gns
LOCNiMKEHHA
CTabifibHOCTI),
BUMYCK Cepii:
Pouu
[iarHoctuke
rm6X,
HimeyuunHa,;
BunpobyBaHHs
KOHTPO/HO AKOCTI
aKTMBHOCTI ANns
BU3HAYEHHS
(Tinbkn
BUNPOBYBaHHSA
MeToAoM
6ionoriyHoro
aHanisy
"AKTUBHICTb in
vivo, Ha
HOPMOULMTEMIYHI
7 muwi" gns
OOCNimKEHHs
CTabifbHOCTI):
Bioecceii-Nabop
chrop Gionoriwe
AHanitik F'méX,
HimeyuunHa;
Brpo6HMLUTBO
Hepo3hacoBaHO
T npoAykuji,
nepBuHHe
nakyBaHHs,
BMNPOBYBaHHSA
KOHTPOJIH0 AKOCTI

BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHSA fikapcbkoro 3acoby Ao
po3ginis "Ocob6amBoCTi
3actocyBaHHs", "Cnocib 3acTocyBaHHS
Ta po3un", "TMo6iyHi peakuii" Big4NOBILHO
[0 pekomeHgauiin PRAC. BeegeHHs
3MiH NpOTAroM 6-Tu MicsLiB nicns
3aTBEPKEHHS). pefakLis B Hakasi -
UA/16434/01/01. BipHa pepgakuis -
UA/16434/01/02.
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n/n

HasBa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

(3a BUHATKOM
BMNPOBYBaHHSA
MeToaoM
6ionoriyHoro
aHanisy
"AKTVBHICTb in
Vivo, Ha
HOPMOLMTEMIYHI
7 muwi* ans
LOCNiMKEHHA
CTabiNIbHOCTI:
®.XothbhmaHH-
Na Pow 14,
LLiseiuapis

154.

MIA30®

Kpanni gns
nepopasibHOro
3acTocyBaHHs, 60
mr/mn, no 15 mny
donakoHi 3
KpanesbHuueto, no 4
dhnakoHn y nayui 3
KapToHYy

TOB
"30PABO"

YkpaiHa

CHELWIAN
MPOJAKTC
NAVH C.TI.A.

ITanisa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMaTtepianis: 3miHu | TMny - 3MiHK
LoAo 6e3snekn/edpeKTBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo
3MiHW [0 y3arasibHEHUX AaHnX Npo
cuctemy chapmakoHarnsagy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsgy, 3miHa
YMOBHOBaXXEHOT 0Cco6bu,
BiANOBiAa/bHOI 3a 3AjACHEHHS
dhapmakoHarnsgy; KOHTaKkTHoi 0cobm 3
hapMakoHarnsay 3asiBHuka ans
3[jiCHEeHHs chapmakoHarnsgy B
YKpaiHi, AKW0 BOHA BiAMIHHA Bif
yMOBHOBaXXEHOT 0Co6Y,
BiANOBiAa/bHOI 3a 3AjACHEHHS
thapmakoHarnsgy (Bknyaroum
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-thaiina cuctemu
thapmakoHarnagy) 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHNIKa,
BiANOBIA&/IbHOT 32 hapmakoHarnsag.
[itoua pepakuisi: Malictep MapuHa
leHHagjiiBHa. MponoHoBaHa pefakuis:
daminapcbka AHHa JleoHigiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
ocobu, BiAnoBigabHOI 3a
hapmakoHarnsag. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnsgy.
3MiHa MicUEe3Haxo4KEeHHS macTep-

3a
peyenmom

UA/18507/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

dpaiina cuctemu chapmakoHarnsay

155.

MINNAPOHAT®

Kancysu Teepgai no
250 wmr, no 10
Kancyny énictepi;
no 2 a6o 4 6nictepu
B NauLi 3 KapToHy

AT "IpiHaekc"

Narsis

AT "I'piHgekc"

Narsis

BHECEHHS 3MiH [0 peecTpavLjiiiHnX
mMaTepianis: BUNPaB/IeHHA TEXHIYHOT
NOMUIKK, 3rigHO N.2.4. n.n. 5 po3giny

VI Hakazy MO3 YkpaiHu Big
26.08.2005p. Ne 426 (y pegakuji
Haka3y MO3 Ykpainu Big 23.07.2015 p
Ne 460) y 3aTBepmkeHnx MKA N3, aka
noB’A3aHa 3 HeBiANoBIAHICTIO
iHhopmaLii (pisHOUMTaHHSA) B Mexax
opHoro gokymeHty (MKA N3), a came
B Ha3Bi OMMCAHOr0 MeToAy KOHTPOSI0
NS nokasHuka «lgeHTrdikayis
MenbAoHIlo» Ha3Ba AP| (MenbaoHI0
avrigpar) 6yna 3a3HaveHa He B
NOBHOMY BapiaHTi (MenboHil), B TOi
yac, sk B po3gini «Cneuyucpikauis»
MK$ /13 3a3Ha4eHO KOpeKTHO
«lpeHTudpikauis MenbaoHito
avrigpaty». 3aTBepakeHo: Metoabl
KOHTPO/IO KavecTBa VgeHTudmkauus
MenbaoHus [...].
3anponoHoBaHo: MeTobl KOHTPOJH
KauecTBa VgeHTndmkaumus
MenbAoHuA aurngpaTta [...].
3a3HauyeHe BuUNpaB/ieHHs Bignosigae
marepianam peecTpauiiHoro fochbe,
SKi NpecTaB/ieHi B apXisi.

6e3
peyenma

UA/16049/01/01

156.

MI®ENPUACTO
H

Tabnetkn no 200 mr
no 1 a6o 3 Tabnetkn
y 6nicTepi; no 1
6nicTepy B nauui 3
KapToHY

YaiiHa
Pe3oypsec
3ixy
dapmac’ioTika
n Ko., Nita.

KuTalicbka
HapogHa
Pecny6nik
a

YaiHa
Pesoypsec 3ixy
dapmac’toTikas

Ko., Jita.

KuTalicbka
HapopgHa
Pecny6nika

BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX
mMaTtepianis: 3miHu | Tuny - 3MiHn
Loao 6e3snekn/edeKkTBHOCTI Ta
hapMakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuL,j Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnimkeHb 3 6e3nekun 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpavjiiiHunii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBeAeHVX BifnoBigHO 40 niaHy
negjiatpuyHux gocnigxexs (PIP)
(3MiHY Y3rO[XXEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom)

3a
peyenmom

He niidnsieae

UA/16710/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
3MiHM BHECEHO [0 IHCTPYKLUiT Ans
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ain "OcobnmBocTi
3acTocyBaHHA" BigNoBigHO A0
OHOB/IEHOI iHdhopMaLiii 3 6e3nekn
Litoyoi pevoBunHN. BBeAeHHS 3MiH
NPOTArom 6-Tv MicauiB nicns
3aTBEPKEHHS
157. | MOBIKCUKAM TabneTku, Wo Mosi Xenc LLiBefiuapi MOBHMIA LMKN Lseiiuapis/ BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a He nionszae UA/13585/01/02
®oAT OMCnepryTbes B X A BMpOGHULTBA: ITania maTtepianis: 3miHu | TMny - 3MiHK peyenmom
POTOBIVi NOPOXHWHI, Annekc ®apma oo 6e3snekn/edhekTMBHOCTI Ta
no 7,5 mr, no 10 CA, Weeiiyapis; thapmakoHarnsgy. 3MiHU y KOpOTKili
Tabnetok y 6nictepi, MepBuHHE Ta XapakTepucTuL nikapcbkoro 3acoby,
no 2 6nictepu y BTOPUHHE TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
KapTOHHI naul nakyBaHHS: MeANYHOro 3acTOCYBaHHSA
Namn CaH reHepuyHMX/ribpuaHnx/6ionodibHMX
Mpocnepo nikapcbKMx 3acobiB Nic/1s BHECEHHS
C.n.A., ltanisa Tiei camoi 3MiHV Ha pedhepeHTHWI
npenapar (3MiHa He noTpebye
HaZjaHHS XOAHWX HOBUX AOAATKOBUX
LaHnX) 3MiHVM BHECEHO [0 IHCTPYKLT
[N MeAnYHOro 3acToCcyBaHHsA
nikapcbKoro 3acoby y po3ginu:
"B3aemogis 3 iHWMU NiKapCbKUMMN
3aco6amu Ta iHWi BUAn B3aemogiii",
"Oco6MBOCTI 3aCTOCyBaHHA",
"MobiyHi peakuii” BigNoBigHO 40
iHhopmaLii Wwoao MeanyHoro
3aCTOCyBaHHS pe)epeHTHOro
nikapcbkoro 3acoby (MoBariic,
Tabnetku, 7,5 mr, 15 mr) BBegeHHs
3MiH NpoTArom 6-Tn MicauiB 3 gatn
3aTBEPMAKEHHS.
158. | MOBIKCUKAM TabneTku, Lo Mosi Xenc Lseliuapi MoBHUIA LmMKN Lseliuapis/ BHECEHHS 3MiH 10 peecTpavLinHnx 3a He nionsieae UA/13585/01/01
® oAT ONCnepryTbes B m6X A BMPOGHULTBA: ITanis MaTtepianis: 3miHu | Tuny - 3MiHn peyenmom
POTOBI NOPOXHWHI, Annekc ®apma Loao 6e3nekn/edpeKTMBHOCTI Ta
no 15 wr, no 10 CA, Wseliuapis; chapmakoHarnsgy. 3MiHW y KOpoTKili
Tabnetok y 6nicrepi, [MepBuHHE Ta XapakTepucTULi NikapcbKoro 3acooby,
no 1 a6o no 2 BTOPUHHE TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
6nictepu y naxyBaHHs: Me[MYHOro 3aCTOCYBaHHSA
KapTOHHIN navuj Namn CaH reHepUYHMX/riopuaHNX/6ionoaibHNX
Mpocnepo nikapcbkyx 3acobiB Micns BHECEHHS
C.n.A, ltania TiET camoi 3MiHU Ha pedhepeHTHUI
npenapar (3miHa He noTpebye
HafaHHSA XXOAHWNX HOBWX A0AATKOBMX
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
naHnx) 3MiHM BHECEHO [0 IHCTPYKLT
[ONs MeANYHOro 3acToCcyBaHHS
nikapcbKoro 3acoby y po3ginu:
"B3aemogis 3 iHWMMU NiKapCbKUMMN
3acobamu Ta iHWi BUAn B3aemogiii",
"Oco6nMBOCTI 3acTOCyBaHHS",
"Mo6iyHi peakuii" BigNoBiAHO 40
iHchopmawii LLoA0 megmyHoro
3aCTOCyBaHHA pedepeHTHOro
nikapcbkoro 3acoby (Mosaric,
Tabnetkn, 7,5 mr, 15 mr) BBegeHHs
3MiH NpoTArom 6-Tn MicauiB 3 gatn
3aTBEPKEHHS.
159. | MOHOCAH® Tabnetku no 40 mr, MPO.MEA.LC Yecbka BMPOGHMLITBO 3a Yecbka BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/4257/01/02
no 10 TabneTok y Mpara a.c. Pecny6nik | noBHum uuknom: | Pecny6nika/ mMaTepianis: BUNPaB/IeHHA TEXHIYHOT peyenmom
6nictepi; no 3 a MPO.MEA.LIC CnoBavubka noMusIKK B cneundikalii KOHTPosto
6nictepn B Mpara a.c., Pecny6nika SIKOCTi 3@ MOKA3HMKOM “PO3YMHEHHS",
KapTOHHiiA Kopo6Lli Yecbka LLIO NOB'A3aHO 3 HEKOPEKTHUM
Pecnyb6nika; nepeHeceHHsM iHchopmaLli i3 MeToAis
BMPOBGHULTBO, KOHTPOH0, MiJ Yac BHECEHHS 3MiH A0
nepBrHHe Ta METO/AiB KOHTPOSIO AKOCTI /13 (3miHa
BTOPUHHE 3aTBepaxeHa Hakaszom MO3 YkpaiHu
nakyBaHHs, Ne2220 Big 30.09.2020 p.).
KOHTPOJ1b SIKOCTI: Cneuudpikauis AKOCTi Mpy BUMYCKY
XBM dapma Litova pegakuist: PO3UMHEHHA* *,
c.p.o., <80% (Q) A0 45 muH. lMponoHoBaHa
CnoBaubka pefaxuisi: Po3uMHeHHs***. He MeHLwe
Pecny6nika 80% (Q) fo 45 xB. 3a3HauyeHi
nepBrHHe Ta BMMNpaB/ieHHs BiAMNoBifalnTb
BTOPVIHHE maTepianam peecTpauiiiHoro focbe,
nakyBaHHs: AKi NpeAcTaB/ieHi B apxisi.
KOO®APMA
C.p.0., Yecbka
Pecnyb6nika;
KOHTPO/Tb SIKOCTI:
AJIC Yecbka
Pecnyb6nika,
C.p.o., Yecbka
Pecny6nika
160. | HATJTASM® KOHUeHTpaT ans BioMapuH IpnaHgis Bupo6HuuTBO HimeuunHa/ BHECEHHS 3MiH 10 peecTpavLinHnx 3a UA/13183/01/01
PO34MHYy ANns IHTEpHELUHN 6asnky, Benvka MaTtepianis: 3miHu | Tuny - 3MiHn peyenmom
iHdpysii, 1 mr/mn no Nimiten HanoBHEHHS B BpuTanisa/ Loao 6e3nekn/edpeKTMBHOCTI Ta
5 MmNy donakoHi, nepBuHHY IpnaHgis thapmakoHarnagy. BeegeHHs a6o
3aKynopeHomy ynakoBky Ta 3MiHW [0 y3arasIbHEHNX AaHuX Npo

npo6Kow Ta

KOHTPO/Ib 6asnky:

cUcTeMy dpapmakoHarnsay (BBefieHHst
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
06TUCHYTOMY Bettep ®apma- y3arasibHeHUX JaHnx nNpo cucTemy
atOMiHIEBUM ®epTiryHr Fm6X thapmakoHarnsgy, 3miHa
KOBNa4kom 3 i Ko. KT, YMOBHOBaXeHOT 0cobw,
noninponizieHoBNM HimeuuunHa; BiANOBIAA/IbHOI 3a 34iiCHEHHSA
avckom Tuny «flip- KoHTponb skocTi thapmakoHarnsgy; KOHTakTHOT 0cobm 3
off». Mo 1 donakoHy roToBOro dhapmakoHarnsgy sasBHuka gns
Y KapTOHHiIli KopoobLi nikapcbkoro 3[iliCHEeHHs1 chapmakoHarnsay B
3acoby: YKpaiHi, AKL0 BOHA BiAMiHHA Bif,
BeTTep ®apma- YMOBHOBaXeHOT 0cobw,
®epTiryHr FTM6X BiANOBIAA/IbHOI 3a 34iiCHEHHS
i Ko. KT, hapmakoHarnsay (Bkaryaroum
HimeuyuunHa; KOHTaKTHi faHi) Ta/abo 3mMiHn y
BetTep ®apma- pO3MiLLEeHHI MacTep-thaiina cuctemu
®epTiryHr Frm6X hapmakoHarnsgy) 3miHa
i Ko. KT, YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
HimeuuunHa; BiANOBIAA/ILHOT 32 hapmakoHarnsg.
Bettep ®apma- [itoua pepakuis: Oxerimc Hikkac /
®epTiryHr Frm6X James Nickas. MponoHoBaHa
i Ko. KT, pepakuisi: Cto3aHHa XelHoHeH /
HimeuuuHa; Susanna Heinonen.
MapkyBaHHA Ta 3MiHa KOHTaKTHUX AaHnX
BTOPVHHE YNOBHOBaXXEHOT 0CO6U 3aABHUKA,
nakyBaHHs BiANOBiAabHOI 3a thapmakoHarnsg,
roToBOro 3MiHa KOHTaKTHOT 0CO6Y 3asABHNKA,
nikapcbkoro BiANOBIAa/IbHOT 3a (hapmakoHarnsg, 8
3acoby: YkpaiHi. [itoua pegakuis: Fopinvk
AHpaepcoHBbpeko ApTtem Bonognmmnposuy.
H (KOK) NMimiTen, MponoHoBaHa pefakuis: Xinbko
Benvka €sreHig OnekcaHgpisHa. 3MiHa
BpuTaHis; KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u
KoHTposb siKoCTi 3asBHYKa, BignoBigabHOI 3a
roToBOro thapmakoHarnag B Ykpaini. 3miHa
nikapcbKoro MiCLie3HaxoMKeHHs macTep-hainna
3acoby, cucTeMu chapMakoHarnsgy.
MapKyBaHHS,
BTOPVIHHE
nakyBaHHs1,
BiANOBIAaIbHNI
3a BUNyCK cepii:
BioMapuH
IHTepHeLHN
Nimitea,
IpnaHgis
161. | HAPAIH® PO34mnH ANS iH'EKLi TOB "tOpis- YkpaiHa TOB «tOpis- YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/19167/01/01
no 100 mr/mn no 0,2 dapm"” Ddapm» Matepianis: 3MiHu | TUny - 3miHKn 3 peyenmom
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
M (20 wmr), abo no Ykpaina sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
0,4 mn (40 mr) y (nakyBaHHs i3 KOHTpOsb roToBOro nikapcbKoro
nonepegHL0 dhopmum in bulk 3acoby. 3miHa y MmeToAax
HanoBHEHOMY LeHmkeH BUMPOBYBaHHA rOTOBOrO NiKapCbKOro
wnpwvyi, no 2 Teknoy 3acoby (He3HayHa 3miHa y
wnpuum y 6nictepi, dapmMacbloTuKas 3aTBEPAKEHNX METOAAX
no 1, aéo no 5, abo Ko., NiTg, Kutait) BMNPO6YBaHHS) He3HaYHa 3MiHa B
no 25 6nicTepis B mMeTogi BunpobysaHHs 13 3a
KapTOHHI navi, nokasHukom «laeHTudikauis A» (tect
ab6o no 0,6 mn (60 ocajx.), a came AofaHo iHdopmadlito,
mr), a6o no 0,8 (80 LLIO BMICT 1 Wwnpuua nepeHocnTbCS B
Mr) y nonepeaHbo npo6ipKy nepej AoAaBaHHAM
HanoBHEHOMY peareHTy. B meTogi «laeHTudikauis
Lwnpuui, no 2 D» (Ph.Eur.2.2.30) gogaHo npumiTky
wnpuum y énicrepi, LLI0A0 MOX/IMBOCTi 3aCTOCYBaHHS
no 1, aéo no 5 nofibHoro abo ekBiBasIeHTHOro
6nicTtepis B npunagy i getektopy. BeefeHHs 3miH
KapTOHHI navi, npoTArom 6-Tu MicauiB nicns
a6o no 1,0 mn (100 3aTBEPKEHHS
Mr) y nonepeaHbo
HanoBHEHOMY
wnpwi, no 2
wnpuum y énicrepi,
no 1 6nictepy B
KapTOHHIN nayui
162. | HATPIO PO34UNH NS iH'EKLN, TOBAPVCTB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a He nionsieae UA/8827/01/01
ALEHO3UHTP 10 mr/mnno 1 mn B o3 BMPOOHMLITBA, mMartepianis: 3MiHu | TUNy - 3MiHK WoA0 peyenmom
NDPOCDAT amnyni; no 10 OBMEXEHO KOHTPO/1b SIKOCTI, 6e3nekun/edhekTUBHOCTI Ta
amnyn y kopobuij 3 o BUMYCK Cepii: thapmakoHarnsgy. 3miHa y KopoTkili
KapTOHY; No 1 Mmn B BIANOBIAAN ToBapucTBO 3 XapaKTepucTuLi fikapcbkoro 3acoby,
amnyni; no 5 amnyn bHICTHO 06MEeXeEHO TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
y 6nictepi; no 2 «KOPTOPALLI BiANOBIgabHICT MeJMYHOro 3aCTOoCyBaHHS Ha nigcTasi
6nictepu y kopobui 3 2| 10 "XapkiBCcbke perynspHo OHOB/IKOBAHOIO 3BITY 3
KapToHy; no 1 mn B «30POB'A» thapmaueBTnyHe 6e3nekun nikapcbkoro 3acoby, abo
amnyni; no 10 nignpMeEMCTBO AocnigpKeHb 3 6e3mnekn 3acTocyBaHHS
amnyn y 6nictepi; no "3p0poB's nikapcbKoro 3acoby B
1 6nictepy B Hapoay", nicnsipeecTpadiiHuii nepiog, abo sk
KOpOoO6Lii 3 KapTOHY YkpaiHa; BCi pe3ynbTaT OLiHKV 3BiTy 3 AOC/IHKEHD,
cragii npoBeAeHVX BifnoBigHO 40 niaHy
BMPOOHULITBA, neaiatpuyHux gocnipxkeHs (PIP)

KOHTPO/Tb SIKOCTI:
ToBapucTBO 3
06MEeXEHO
BiANOBIgabHICT
)

(3MiHY Y3rof)keHO 3 KOMMNETEHTHUM
YMNOBHOB&XXEHVUM OpraHom).
3MiHV BHECEHO B iHCTPYKLi0 AN
MeAMYHOIO 3aCTOCYBaHHS NiKapCbKoro
3aco6y B po3ain “MNobivHi peakuii”
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
"®apmMaueBTUYH BiNOBIAHO 4O OHOBNEHOI iHChopMaLi
a KomnaHis 3 6e3nekun 3acTocyBaHHs Ajtoyol
"3popos'a"’, PEeYOBUHM MiKAPCbKOro 3acoby.
Ykpaina BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepapkeHHs
163. | HOBIPUH® cupon no 50 mr/mn, AT YkpaiHa KOHTPO/b cepii Ykpaina/ BHECEHHS 3MiH 10 peecTpaLjiiiHnX 3a UA/16831/01/01
no 120 mny "KNIBCbKWM Ta BUNYyCK cepil; ITania maTtepianis: 3miHu | TMny - 3MiHK peyenmom
hnakoHi; no 1 BITAMIHHNIA BTOPUHHE LoAo 6e3snekn/edpeKTBHOCTI Ta
dhnakoHy y 3ABO4" nakyBaHHs Ons thapmakoHarnagy (iHwi 3MiHn) - 3MiHK
KOMM/EKTI 3 MipHUM yMnakoBku in BHECEHO Y TEKCT MapKyBaHHs
CTakaH4MKoM B bulk: AT BTOPUHHOI (N.17. IHWE) Ta nepBuHHOI
navui "KUIBCbKWN (n.6. IHLWE) ynakoBoOK iKapCbKOro
BITAMIHHW 3acoby, a came: fofaHo iHhopmaLio
3ABOS", NPO HasABHICTb I0TOTUNY 3asBHYKA.
YkpaiHa,; TepMiH BBE,EHHS 3MiH NPOTAroM 6
BUPOBHULTBO MicsILiB MicNs 3aTBEPKEHHS.
Hepo3dacoBaHo
T npoaykKu;i,
nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/b cepii
Ta BUNycK cepii:
Eii.Bi.Ci.
dapmacbHoTilj
C.N.A,, ITanis
164. | HOBOKAIH PO34YUH NS iH KL, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/20327/01/01
5 mr/mnno 2 mn, no | "®APMACEN" "®APMACEN" marepianiB: yTOYHEHHA HanucaHHsA peyenmom

5 mn B amnyni
NnoslieTUNEeHOoBIN;
no 10 a6o no 50
amnyn y naduyi 3
KapToHY

ynakoBKu B Hakasi MO3 YkpaiHu Ne
1181 Big 08.07.2024 B npoueci
BHECEHHA 3MiH (3MiHu | Tuny - 3miHK
3 AIKOCTi. FOTOBWIA NiKapCbKuii 3aci6.
Cucrema
KOHTelHep/3akynopoBasibHKiA 3aci6.
3MiHa po3Mipy ynakoBK/ roTOBOrO
nikapcbKoro 3acoby (3MiHa KiflbKOCTi
oAMHULUb (Hanpuknag TabneTok,
amny/ TOLLO0) B ynakoBLi:) - 3MiHa
nosa fjianazoHoM 3aTBEepPKEHUX
PO3MipiB yNakoBKKW -BBELEHHS
[0[aTKOBOTrO NaKkyBaHHs, a came no 2
M1 abo no 5 mn B amnyni
nonieTuneHosiit Ne 50 gns
rocniTasibHMX 3akynisesb, 3
Bi4NoOBiAHMMYM 3MiHAMK A0 p.
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

«YnakoBka» MKA /13 3arsepakeHo:
Mo 5 mn B amnyni nonietuneHosiii. Mo
10 amnyn pa3om 3 iHCTPYKLi€o Ans
MeAMYHOr0o 3aCTOCYBaHHS MOMiLLaloTh
y Mayky 3 KapToHy. 3anponoHOBaHO:
Mo 2 mn B amnyni nonieTuneHoBii. Mo
10 a60 50 amnyn pasom 3 iHCTPYKLiEt0
[ONs MeANYHOro 3acToCyBaHHS
nomiLLaloTb B Nayky 3 kapToHy. Mo 5
M1 B aMnyJii nonieTuneHosiii. Mo 10
a60 50 amnys1 pa3om 3 iHCTPYKLI€E
[AN8 MeAnYHOro 3acToCyBaHHsA
NOMILLAKOTb Y NayKy 3 KApPTOHY. 3MiHU
BHeCeHi B po3Ain "Ynakoska"
IHCTPYKLiT 418 MeguyHOro
3actocyBaHHa Tay n. 1. Ha3sa
nikapcbKoro 3acoby, [03yBaHHS,
nikapcbka dopma i n. 6.5. Tun Ta
BMICT NEPBUHHOI YNakoBKWN KOPOTKOT
XapaKTepuCTMKM NikapcbKoro 3acoby
Ta AK HaCNiAOK - 3aTBEPKEHHS TeKCTY
MapKyBaHHS 4,0[aTKOBOI yNakoBKM
nikapcbKoro 3acoby. BeeaeHHS 3MiH
npoTArom 6-T1 MicAuiB micns
3aTBEpPMKEHHS - 3MiHM Il TUNY - 3MiHK
3 AKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKkynoptoBasibHKiA 3aci6.
3MiHa po3mipy ynakoBkv roToBOro
nikapcbKoro 3acoby (3MiHa
Macwu/o6'eMy BMICTy KOHTeliHepa
6araTo030B0Or0 CTEPU/ILHOTO
nikapcbKoro 3acoby (abo
0/1HOZ,030BOr0, YaCTKOBOrO
BMKOPWCTaHHS) Ta 6aratof030B0ro
nikapcbKoro 3acoby
6ionoriyHoro/iMyHONOr4YHOr0
NOXOMKEHHS AN NapeHTepasibHOro
3aCTOCYBaHHA) — A0AaBaHHA HOBOTO
06'eMy NakyBaHHsi, a came no 2 Mn B
amnynax nonieTuneHoBmx, 6e3 3MiHu
NepPBUHHOTO NakKyBas/IbHOrO Martepiasny
(3aTBepmkeHo: o 5 M B amnynax
nonieTuaeHosmx). 3MiHM BHECEHI B
po3ain "YnakoBka" iHCTPYKLUi ans
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

MeAMYHOro 3acTocyBaHHA Tay n. 1.
Ha3sBa nikapcbkoro 3acooy,
[03yBaHHs, nikapcbka dopma i n. 6.5.
Tun Ta BMICT NePBUHHOI YNaKkoBKU
KOPOTKOI XapaKkTepncTUKN MiKapcbKoro
3aco0y Yy 3B'A3Ky 3 BBEAEHHAM
[,04aTKOBOI ynakoBku (Mo 2 M B
amnyni) Ta K Hacnigok -
3aTBEPKEHHS TEKCTY MapKyBaHHS
[04aTKOBOI YNakoBKY NiKapCbKoro
3acoby. BBeeHHs 3MiH NpOTArom 6-Tu
MiCALIB MiCNA 3aTBEPKEHHS).
Pepaxuis B Hakasi - no 5 mn B amnyni
nonieTuneHosiii; no 10 abo 50 amnyn
y mayui 3 kapToHy. BipHa pepakuis -
no 2 mn, no 5 Mmn B amnyni
nonieTuneHosiii; no 10 aéo no 50
amMnyn y nayi 3 KApPTOHY.

165.

HOOBYT® IC
100

MOPOLLIOK A5
OpPa/ILHOIO PO3UNHY,
100 mr/go3sy; no 2,5
ry cauwe; no 10
calwe y nauui 3
KapTOHY

ToBapucTso 3
[0[aTKOBOK
BiANOBigaNbHI
CTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[0aTKOBOKO
BignoBsiganbHicT
10 "IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
mMarepianis: YTOYHEHHA yNakoBKuN B
Hakasi MO3 Ykpaiuu Ne 1181 Big
08.07.2024 B npoueci BHeCEeHHs
3MiH (3MiHM | TUNY - 3MiHK 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHa BUPOGHIMKa
BUXiAHOrO/NPOMIXHOro
npoaykTy/peareHty, Lo
BUKOPVCTOBYIOTLCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(Bkntovaroun, ge HeobxigHo, MicLe
NnpoBeeHHSA KOHTPOS0 AKoCTi) AP (3a
BijCYTHOCTI cepTudikata
BiANOBIAHOCTI E€BpONenchbkili
dhapmaxonei y 3aTBeppkeHOMY [0CbE)
(3anponoHoBaHWi BUPOBHMK
HaNexuTb [0 Tiei camoi BUPOBGHUYOT
rpynu NignpuemcTs, Lo W
3aTBEPAXKEHNI) - [IONOBHEHHS
peECTpaLiiHOro 4OCbE rOTOBOro
nikapcbKoro 3acoby maTepianamu
wopao A®| deHibyT, sKnit
BMPO6GISETHCA 3@ a/IbTEPHATUBHOIO
CXEMOI0 BUPOGHULTBA, BXEe
3aTBEpAKEHOro BMpo6bHnkom TOB
«®apmxim»( AD| 3apeecTpoBaHuii B
YkpaiHi: PN Ne UA/14286/01/01.

3a
peyenmom

UA/8831/02/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
Creuundikania A®I He 3MiHUNNUCS).
Pepakuis B Hakasi - no 10 cawe y
nauyi. BipHa pepgakuis - no 10 cawe
y naulii 3 KapTOHYy.
166. | HOPKONYT® Tabnetkn no 5 wmr; BAT "legeoH YropwumHa BAT "leneoH YropmHa BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX 3a He niidnsieae UA/7288/01/01
no 10 TabneTok y PixTep" PixTep" mMartepianis: 3MiHu | TNy - 3MiHK WoA0 peyenmom

6nictepi; no 2
6nictepn y
KapTOHHI ynakoBLi

6e3nekn/edhekTVBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn).
3MiHV BHeCceHO A0 IHCTpyKUii ans
MeZMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby fo posginis
"MpoTunokasaHHA", "B3aemopis 3
iHLWMMK nikapcbknMuy 3acobamn Ta
iHWWi BUAW B3aemMogiin" Ta
"Oco6NMBOCTI 3aCTOCYBaHHA" 1040
6e3nekn 3aCToCyBaHHs Ajto4oi
pPeYoBUHN HOPETUCTEPOH.
MpeacTaBneHi 3miHW B iHchopmMauii 3
6e3nekn o0 BHECEHHS 3MiH Ta
[OMOBHEHb A0 po34inis
"MpoTunokasaHHA", "B3aemopis 3
iHLWMMK nikapcbknMun 3acobamu Ta
iHWWi BUAW B3aemMogiin" Ta
"Oco61MBOCTI 3aCTOCYBaHHS" Ha
nigcTasi OHOBNAEHOI iHchopmaLii 3
6e3nekn 3acTocyBaHHS fitouoil
PEeYOBMHN HOPETUCTEPOH MOXYTb ByTH
pekoMeHA0BaHi [0 3aTBEPKEHHA Ta
BHECEHHS B IHCTPYKL|il0 ANns
MeZMYHOro 3aCTOCyBaHHA NiKapCbKoro
3acoby. BBefieHHs 3MiH NPOTArom 6-Tu
MiCALIB MiCNsA 3aTBEPKEHHS. 3MiHM |
TMny - 3MiHK WoA0
6e3nekn/edhekTVBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). 3MiHn
BHECEeHO A0 [HCTPpYKLii ANna MeguyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby Ao
po3ginis "Oco6/MBOCTI 3aCTOCYBaHHS"
Ta "MobiuHi peakuii" woao 6esnekn
3aCTOCYBaHHSA Ait040i peYOBUHN
HopeTucTepoH. MNMpeacTaBneHi 3mMiHW B
iHhopMmauii 3 6e3nekn LoA0 BHECEHHS
3MiH Ta JONOBHEHb [0 PO34inis
"Oco6MBOCTI 3aCTOCyBaHHA" Ta
"Mo6ivHi peakuii” Ha niacTaBi




179

Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

OHOBNEHOI iHhopMaLii 3 6e3nekn
3aCTOCYBaHHSA Ait040i peYOBUHMN
HOPETUCTEPOH MOXYTb BYTU
pekoMeHA0BaHiI 40 3aTBepAXEeHHA Ta
BHECEHHS B IHCTPYKLil0 ANns
MeAMYHOro 3aCTOCYBaHHSA NiKkapCbKoro
3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM |
My - 3MiHN LWOA0
6e3nekn/edhekTVBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAUYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBefeHnX BigNoBiAHO 40 NnaHy
negiatpuyHux gocnigpkerb (PIP) (iHwi
3MiHW).
3MiHN BHECEHO A0 IHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro
3acoby Ao posginis "lMpoTunokasaHHA"
Ta "B3aemogis 3 iHWMMKN NiKapCbKrMM
3aco6amu Ta iHLWi BUAY B3aemogiin”
LLOA0 6e3nekn 3acToCyBaHHS Ajiroyoi
PEYOBVHN HOPETVUCTEPOH BiAMNOBIAHO
[0 pekomeHgauin PRAC.
MpepcTasneHi 3miHW B iHhopmadii 3
6e3nekn LWoa0 BHECEHHS 3MiH Ta
[0NOBHEHDb [10 PO34inis
"MpoTunoka3aHHsa" Ta "B3aemogis 3
iHLIMMK NikapcbkMKM 3acobamu Ta
iHLWI BMAW B3aeMOAiin" NpoekTy
IHCTPYKLiT 418 MeanyHoro
3acToCyBaHHS Nikapcbkoro 3acoby Ha
niactaBi pekomeHaauin PRAC, wo
po3miLLieHi Ha odiliinHomy caiTi EMA
Ta Ha odpiniiHomy canTi AEL, MoXyTb
6yTV pekomMeH0BaHi 40
3aTBEPXEHHS Ta BHECEHHS B
iHCTPYKUi0 AN MeguyHoro
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
3aCTOCYyBaHHSA Nikapcbkoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 Micauis
nicns 3aTBepKEeHHs.
167. | HOPMOIMNPEC Tabnetku; no 10 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a UA/3668/01/01
Ta6neTok y 6nictepi; | "KWUIBCbKUIA "KNIBCbKUI martepianis: 3miHu | Tuny - 3miHn peuenmom
no 2 6nictepu y BITAMIHHUIA BITAMIHHW Loao 6e3nekn/edpeKTMBHOCTI Ta
nauui; no 10 3ABO4" 3ABO4" thapmakoHarnagy (iHLwi 3MiHwn)
TabneTok y OHOB/EHHSI TEKCTY MapKyBaHHS
6nictepax yNaKoBOK /1iKapCbKOro 3acoby, a came:
[y6noBaHHA TEKCTY MapKyBaHHS
BTOPUHHOI YNaKoBKW aHriiCbKOo
MOBOI; AofAasaHHa y n.17. IHWE
BTOPWHHOI Ta NEPBUHHOI YNaKoBOK
iHchopMmawii Npo noroTun 3asBHKKA.
TepMiH BBEAEHHS 3MiH - NPOTATOM 6
MicsILiB Micns 3aTBEPAKEHHS.
168. | HYPO®DEH®EK | kancysm m'siki no PekkiTT Benvka BignoBiganbHM Benvka BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX 6e3 nidnsieae UA/13599/01/01
CMNPEC 200 wr; no 4 a6o 10 BeHkizep BpuTaHis 3a NepBuUHHE, BpuTanisa/ mMaTtepianis: 3miHu | Tuny - 3MiHn peuenma
YNbTPAKAN Kancyn y énictepi; Xernckep BTOPUHHE HigepnaHngu Loao 6e3snekn/edeKkTBHOCTI Ta
no 1 6nictepy B IHTEpHELUHN nakyBaHHs1, / CnonyuyeHi hapMakoHarnsgy. 3miHa y KopoTkin
KapTOHHI kopobuyj; Nimiteq KOHTPO/b AKOCTI wratm XapaKTepucTuLi Nikapcbkoro 3acoby,
no 8 kancyny roToBOro (CWA) TEKCTi MapKyBaHHs Ta iHCTPYKLiT Ans
6nictepi, no 2 npoAaykTy Ta MeAU4YHOro 3aCToCyBaHHA Ha MiacTaBi
6nictepy B BUNYCK cepii: perynsipHo OHOBJIOBAHOTO 3BITY 3
KapTOHHiiA KOpo6Li PekkiTT BeHkizep 6e3nekun nikapcbkoro 3acoby, abo
Xenckep focnimkeHb 3 6e3nekun 3acToCyBaHHs
IHTepHeLUHN nikapcbKoro 3acoby B
NimiTen, Benvka nicnsipeecTpadiiHuii nepiog, abo sk
BpwuTaHis pe3ynbTaT OLiHKM 3BITY 3 AOCIAKEHD,

BiANOBigaIbHUI
3a BUPOBHULTBO
in bulk,
BK/THOHAIOUM
npoBefeHHs
KOHTPO/0
AKOCTI:
MaTeoH
Cogomkenc b.B.,
Higepnanamn
BiiNOBIAAbHWIA
3a BMPOBGHULTBO
in bulk,
nepBuHHeE,
BTOPVIHHE
nakyBaHHs1,

npoBeAeHVX BifnoBigHO 40 niaHy
negiatpuyHux gocnigxenb (PIP) (iHwi
3MiHK) 3MiHM BHECEHO A0 IHCTPYKL,T
AN MeAnYHOro 3acToCcyBaHHsA
nikapcbKoro 3acoby fo po3ainis
"Oco6MBOCTI 3aCTOCyBaHHA",
"MobiyHi peakuii” BigNoBigHO A0
OHOB/IEHOI iHdopMaLii 3 6e3nekn
nito4oi pevoBuHH (ibynpodphery) 3rigHo
3 pekomeHgauismm PRAC. TepmiH
BBE/IEHHSA 3MiH NPOTAroM 6 Micauis
nicnsa 3aTBepKeHHs
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
KOHTPO/Ib AKOCTI
roToBOroO
NPOAYKTY:
PBE Xenc
MaHydheKTypuHr
(toC) nnc,
CnonyyeHi
wratn (CLUA)
169. | OKCUBYTUHIH | Tabnetku, 5 Mr; no Akkopg, Monbwa B1po6HMLTBO IHaia/ BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a He nionszae UA/19193/01/01
HEKCT®APM 10 Tabnetok y Xernckea nikapcbKkoro ManbTa/ martepianis: 3miHu | Tuny - peyenmom
6nictepi; no 3 Moncka Cn. 3acoby, ITanis/ AAMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BK
6nictepu y nauui 3.0.0. nepBrHHe Ta Yexis/ nikapcbKoro 3acoby - 3miHa Ha3Bu
BTOPUHHE Benvka nikapcbKoro 3acoby. 3aTBepikeHo:
nakyBaHHs, BpuTanisa/ Ypob6yTuH 3anpomnoHOBaHo:
KOHTPO/b AKOCTI Monbwa OkcnbyTuHIH HekcTdhapm BBegeHHs
cepii: 3MiH NPOTArom 6-Tu MicaLiB nicns
IHTac 3aTBEPMKEHHS. 3MiHW | TUny - 3MiHK
PapmacboTikau Loao 6e3nekn/edpeKTMBHOCTI Ta
c, IHgis; hapmakoHarnagy (iHwi 3miHn)
Brpo6HMLTBO OHOB/EHHSA TEKCTY MapKyBaHHsA
nikapcbKoro NepBUHHOI Ta BTOPUHHOI YNaKoBKu
3acoby, nikapcbKoro 3acoby. BeeaeHHs 3MiH
nepBrHHe Ta nNpoTArom 6-Tn MicAuiB nmicns
BTOPUHHE 3aTBEPKEHHS.
nakyBaHHs:
IHTac

PapmacboTikau
¢ Nimiteq, IHAis;
KoHTposb
AKOCTI:
dapmagokc
Xenckea
Nimiteq,
ManbTa;
KoHTposb
AKOCTI:
NABAHANIBIC
C.P.N., Itanis;
KoHTposib
AKOCTI:
TOB ANC
Yecbka
Pecnyb6nika,
Yexis;
KoHTposib
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n/n

HasBa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

170.

OMEMPA30N

AKOCTI:
TOB AJIC
Yecbka
Pecnyb6nika,
Yexis;
JopartkoBa
OinbHUUA 3
NepBUHHOTO Ta
BTOPUHHOTO
naKyBaHHs:
AKKOP[,
XEJICKEA
NIMITEA,
Benuka
BpuTaHis;
BignoBigansHuii
3a BMNycCK cepii:
AKKOP[
XEJNICKEA
NIMITEL,
Benvka
BpuTaHis;
BignosiganbHuii
3a BUNyCK cepii:
Akkopg, Xenckea
Moncka Cn. 3
0.0. Cknap,
IMnopTepa,
MonbLla

ACTPA

MOPOLLOK AN1A
PO3YUHY AN1s1 iH'EKLLIA
no 40 mr, no 1 a6o
10 conakoHiB y
KapTOHHIA Kopoo6Li

TOB
"ACTPA®APM

YkpaiHa

TOB
"ACTPAGAPM",
Ykpaina
(nakyBaHHA i3
hopmum in bulk:
LaHbayH
tOliciHb
dapmacbloTikas
Ko., 14.,
KnTaiicbka
HapopgHa
Pecny6nika)

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
MaTtepianis: 3miHu | TUNy - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbknii 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOro NiKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPOGYBaHHA) BHECEHHA HE3HAYHUX
3MiH B MeTog, BUnpobysaHHs /13 3a
NoKasHNKOM «CynpoBiAHI AOMILLKN»
(Papm. CLLUA <621>), a came came
BUMPaB/IEHO MOMUSIKY Y
CniBBiAHOLLEHHI KOMMOHEHTIB PyXOMOI
hasu, gofaHa Tabanyka 3 XimiyHummn
Ta CTPYKTYPHUMM Ha3BaMM [JOMILLIOK,

3a
peyenmom

UA/19118/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

[0[aHo po3paxyHKoBi hopMy/v ons
BM3HAYEHHS BMICTY [OMILLIOK.
MeToguka BunpobyBaHHsA He

3MiHMnaca. 3MiHu | Tuny - 3miHn 3
AKocTi. [0TOBWIA NikapcbKnin 3aci6.
KOHTpO/1b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meTofax

BMNPOGYBaHHA roTOBOrO NiKaPCbKOro

3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX

BMNPOGYBaHHA) BHECEHHA HE3HAYHUX

3MiH B MeTog, BUnpobysaHHs /13 3a

NOKasHUKOM «BmicT Bogu» (Papm.
CLUA <921>), a came NorofxeHo
Ha3By aHa/liTUYHOT MEeTOAVKN 3i
cneumaikauieto N3, yTouHeHO
HaBadkKy npenapary, Lo
BUKOPWCTOBYETLCA ANA

BUNPOOYBaHHS, BUNPaBIEHO NMOMUIIKY
B HOPMYBaHHI BMICTy BOAM B
aHasiTUYHIl MeToamui 3rigHO

3aTBEPKEHVX BUMOT cneumndikauii.

171.

ONATAAVH
EKO

Kpansi O4Hi, pO34uH,
1 mr/mn, no 5 mn
PO3UMHY Yy
nonieTmneHosomy
dhnakoHi-
KpanesbHULj
MICTKICTIO 5 Mn 3
KPWLLIKOIO 3
rapaHTiiHUm
Kinbuem, no 1 a6o 3
dhnakoHn y
KapTOHHIA Kopoo6Li

PapmaLeBTny
HWA 3aBO
“MONb®APM
A" C.A.

Monbwa

Padhapm C.A.

pevis

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMatepianis: 3miHu | Tuny - 3MiHn
oo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHeHUX AaHuX npo
cuctemy chapmakoHarnsagy (BsefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnagy, amiHa
yNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
thapmakoHarnagy 3asiBHuka s
3[jiicHeHHs hapmakoHarnsgy B
YKpaiHi, AKLWO BOHA BiAMIHHA BifJ
yNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bknrovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MmileHHi MacTep-dhaiina cuctemu
hapmakoHarnsgy) 3MiHa KOHTaKTHOI
0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38
hapmakoHarnsg B Ykpaii.
[itoya pegakuis: TaHacoBa 3opsiHa

3a
peuerimom

UA/19029/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
MukonaiBHa. MNponoHoBaHa pefakuis:
Tecniok OnexHa BonogumupisHa.
3MiHa KOHTaKTHWUX AaHUX KOHTaKTHOT
0cobu 3as1BHMKA, BIAMNOBIAA/ILHOT 38
hapmakoHarnsg B Ykpaii.
172. | NAKNITAKCEN KOHUEHTpaT ans EBEBE ABCTpIf NOBHUIA LWKN ABcTpisi/ BHECEHHS 3MiH 10 peecTpaLjiiiHnX 3a UA/0714/01/01
"EBEBE" pPO3UnHYy ANns dapma BMpOGHULTBA: HimeuunHa maTtepianis: 3miHu | TMny - 3MiHK peyenmom
iHdpy3iiA, 6 Mr/Mn; no fec.m.6.X. PAPEBA oo 6e3snekn/edhekTMBHOCTI Ta
5 mn (30 wr), abo Hdpr. KI YHTtepax Mm6X, thapmakoHarnagy. BeegeHHs abo
16,7 mn (100 wmr), ABTpIs 3MiHM [0 y3ara/ibHeHVX AaHnX npo
ab6o 25 mn (150 wmr), BMNYCK Cepil: cuctemy thapmakoHarnagy (BBegeHHs
a6o 35 mn (210 wmr), EBEBE ®apma y3araJlbHeHNX AaHux npo cuctemy
a6o 50 mn (300 mr) Fec.m.6.X. Hdpr. hapmakoHarnsgy, smiHa
y dnakoHi, no 1 KI, AscTpis yMNOBHOBaXeHOT 0cobw,
dhnakoHy B TECTyBaHHS: BiANOBIAA/IbHOI 32 34iiCHEHHSA
KapTOHHIA Kopoo6Li Mnn hapMakoHarnsay; KOHTakTHoi ocobu 3

Mikpob6ionoriwe
c Mptochnabop
'M6X, ABCTpis
TECTYyBaHHS:
Na6op NIC CE &
Ko. KT,
Himeuunna
TeCcTyBaHHS:
3eiibepcaop
Na6op Mm6X,
ABCTpiIs

hapMakoHarnsay 3asiBHuka ans
3[jiCHEeHHs chapmakoHarnsgy B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
yMOBHOBaXXEHOT 0Co6Y,
BiANOBiAa/bHOI 3a 3AjACHEHHS
thapmakoHarnsgy (Bknroyaroum
KOHTaKTHi faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-thaiina cuctemu
thapmakoHarnagy) 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHNIKa,
BiANOBIA&/IbHOT 32 hapmakoHarnsag.
[litoua pepakuin: Oasig xoH Jlesic /
David John Lewis. MponoHoBaHa
pepakuis: Juergen Maares / FOpreH
Maapec.
3MiHa KOHTaKTHMUX AaHnX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasibHOI 3a hapMakoHarnsag.
3MiHa KOHTaKTHOT 0CO6U 3asiBHYMKA,
BiANOBifa/IbHOT 3a (hapmakoHarnsg, B
YkpaiHi. [itoya pegakuis: Opnos
B'auecnas Biktoposuy. MNponoHoBaHa
pepakuisf: TaHacoBa 3opsiHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBiAa/IbHOT 3a (hapmakoHarnsg, B
YKpaiHi.
3MiHa MicLLe3Hax0MKEHHSI MacTep-
paiina cuctemu chapmakoHarnsgy Ta
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
oro Homepa.
3MiHa Micus 3[iCHEHHS OCHOBHOI
AisNbHOCTI 3 chapmakoHariagy.
173. | NAKNITAKCEN KOHUeHTpaT ans Amakca Jtg, Benuvka KOHTPO/b Ta Himeuunna/ BHECEHHS 3MiH 10 peecTpaLinHnx 3a UA/15145/01/01
AMAKCA pO3UnHYy AN BpuTtaHis BUMYCK Cepii: Pecny6nika marepianis: 3miHu | Tuny - peyenmom
iHdpysii, 6 mr/mn; no AkBiga 'm6X, Kopes AAMiHICTpaTVBHI 3MiHW. BuiyyeHHs
5 wmn, 16,7 mn abo HimeuuunHa BMPOBHUYOT AiNbHULI (BKNHOYaOUn
50 mn 'y chnakoHi; no AinbHuui 4na A®l, npoMixHoro
1 donakoHy B BUPOGHMLITBO in npoaykTy abo roToBoro NikapCcbKoro
KapTOHHIA Kopoo6Li bulk, nepsuHHe 3aco6by, AiNbHUL A8 NPOBEAEHHS
Ta BTOPUHHE nakyBaHHs, BUPOGHMKa,
nakyBaHHs: BiANOBiAaNLHOrO 3a BUNYCK Cepiid,
CamsHr MicLle NpOBeAEHHS KOHTPO/IIO cepil)
Xonginrs ab0o noctavasibHWKa BUXIAHOMO
KopnopefiwH, marepiany, peareHTy abo AONOMiXHOT
Pecny6nika PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) -
Kopes BWAASIEHHS BUPOOHNYOI AiNbHUL
Oncotec Pharma Produktion GmbH,
BMPOBGHULTBO in Am Pharmapark, 06861 Dessau-
bulk, nepsuHHe Rosslau, Germany (OHkoTek ®apma
nakyBaHHs, MpopykuioH M'M6X, AM ®apmanapk,
BTOPUHHE 06861 feccay-Poccnay, HimeuyuunHa),
nakyBaHHs, BiANOBIAa/IbHOI 3@ BUPO6HULTBO 13
KOHTPO/b cepii: A0ro NnepBuHHE NakyBaHHSA. 3MiHu |
AkBiga 'm6X, TUMy - 3MiHK 3 AKOCTi. FOTOBWIA
Himeuunna nikapcbkuii 3aci6. CtabinbHICTb. 3miHa
y TepMiHax npuaaTHocTi abo ymoBax
36epiraHHs roToBOrO JiKapCbKOro
3ac006y (iHLWi 3MiHK) - NTOAaHHSA HOBUX
[aHuX 3i CTabiNbHOCTI 3rigHO 3
KepiBHMUTBOM ICH ansa M3 sk
popatkosoi iHhopmalii (6e3 3miHu
TepMiHy npugatHocTi abo ymoB
36epiraHHs)
174. | NAHKPEATUH TabneTkn, BKpUTI AT YKpaina AT "BITAMIHN" YKkpaina BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX 6e3 nidnsieae UA/0337/01/01
POPTE 060/10HKOH, "BITAMIHA" marepianis: 3mMiHu | Tuny - 3MiHK 3 peuenma

KMLUKOBOPO34MHHI NO
10 TabneTok y
6nictepi; no 2, 4,5
abo no 6 6nictepis y
nauui 3 KapToHy

AkocTi. FoToBUIA Nikapcbkuii 3aci6.
Cuctema
KOHTeliHep/3aKkynopoBasbHuii 3acib.
3MiHa po3mipy ynakoBKv roToBoro
NiKapcbKoro 3acoby (3MiHa KisIbKOCTi
oAnHULUb (Hanpuknag TabneTok,
amnyn TOLLO) B ynakosLi:) - 3miHa y
[LianasoHi 3aTBEpPA)KEHNX PO3MipiB
ynakoBku. BBegeHHs 40AaTKOBOro
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

pO3Mipy BTOPVHHOI ynakoBku Ne40
(10x4). 3MiHM BHECEHO B iHCTPYKLiO
[ANA MeAnYHOro 3acToCyBaHHsA
nNiKapcbKoro 3acoby A0 po3giny
"YnakoBka" ( foAaBaHHA A04ATKOBOT
ynakoBku Ne 40) Ta sik HacnigoK -
Bi4NOBIAHI 3MiHW B TEKCTI MapKyBaHHs,
3aTBEPLKEHHS TEKCTY MapKyBaHHS
BTOPVIHHOT yNaKoBKM NiKapCbKOro
3acoby. BBeieHHs 3MiH NPOTArom 3-0x
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM |
TUny - 3MiHK 3 sKocTi. [oTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasnbHuii 3aci6.
3MiHa po3mipy ynakoBKy roToBOro
NiKapcbKoro 3acoby (3MiHa KisibKoCTi
OAMHMLb (Hanpuknag TabneTok,
amnyn TOLL0) B yMakoBLi:) - 3miHa
nosa fjianasoHoM 3aTBEPAKEHNX
po3mipiB ynakoBku. BeefeHHs
[04aTKOBOro PO3Mipy BTOPUHHOI
ynakoBku Ne60 (10x6). 3MiHK BHECEHO
B IHCTPYKL,iO 415 MeANYHOro
3aCTOCyBaHHSA fikapcbkoro 3acoby Ao
po3ainy "Ynakoska" (4oAaBaHHS
Aopatkosoi ynakoeku Ne 60) Ta sk
HacnifokK - BignoBigHi 3MiHW B TEKCTI
MapKyBaHHS, 3aTBEPKEHHSA TEKCTY
MapKyBaHHA BTOPVMHHOT yNakoBKu
nikapcbKoro 3acoby. BBeaeHHS 3MiH
npoTarom 3-ox Micsilis nicns
3aTBEPAKEHHS. 3MiHM | TNy - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHK
BHECEHO B IHCTPYKLIitO AN MEANYHOTO
3aCTOCYBaHHS iKapCbKoro 3acoby Ta
KOPOTKY XapaKTepucTMKy Nikapcbkoro
3acoby 8o po3giny "MobivHi peaxuii”
L0 3BiTyBaHHS MPO NOGIYHI peakuii.
BBeneHHs 3MiH NpoTAroM 3-0X MicauiB
nicns 3aTBepapkeHHs

175.

NENTA®

MOPOLLIOK ANs
PO34nHy ansi
iH'ekuili, 40 mr, 1
N1aKoH 3 MOPOLLUKOM

AT "dapmak”

YkpaiHa

AT "dapmak”
(BTOpUHHE
nakyBaHHs,

BUMYyCK cepii 3

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
martepianis: 3miHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BK
niKkapcbKkoro 3acoby - 3MiHa Ha3Bu

3a
peyenmom

He nionszae

UA/19998/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

B nauuj

npoAaykuii in bulk
dipmun-
BMPOGHUKaA
Oemo C.A.
dapmacboTikas
IHpacTpi,
Ipeuis)

niKapcbKoro 3acoby, y 3B'A3Ky
[oJaBaHHS 3HaKy TOProsoi Mapku 4o
Ha3su N13. [itova pegakuis: MNenta
MponoHoBaHa pepakuisn: MNenta®
TepMmiH BBELEHHS 3MiH NPOTArom 6
MiCALIB Mic/A 3aTBEPKEHHS. 3MiHM |
TMny - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micua
NPOBaKEHHS AiS/IbHOCTI
BMpO6HMKa/iMnopTepa rotoBoro
niKkapcbKoro 3acoby, BKUaum
OinbHULI BUMYyCKy cepii abo micue
NpPOBeEHHA KOHTPOJIIO SKOCTI.
(aisnbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOpTEp, He BK/IOYaum
BWMYCK cepiil) 3miHa y 3B'A3Ky 3i
3MiHOIO HaiMeHyBaHHs Ta agpecu
MiCLii NPOBaPKEHHS Ai/IbHOCTI
BMPOGHMKaA rOTOBOrO /liKapCbKOro
3acoby. TepmiH BBEAEHHS 3MiH
npoTArom 6 micsuis nicns
3aTBEPKEHHSA. 3MiHM | TUnY - 3MiHK
oAo 6e3nekn/edpeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHKn
BHECEHi Yy TEKCT MapKyBaHHS
nepsuHHOI (N. 6. IHLLE) Ta BTOPUHHOT
(n. 17. IHWE) ynakoBKuX NikapCbKoro
3aco6y. TepMiH BBEAEHHS 3MiH
npoTArom 6 micauis nicns
3aTBEPAKEHHSA

176.

NENTA®

MOPOLLOK AN
pO3unHy Ans
iH'ekji, 40 mr, in
bulk: no 150
hNakoHiB y
TpaHCMOPTHIl
KopoobLi

AT "®dapmak”

YkpaiHa

Oemo C.A.
dapmacbloTikan
IHoacTpi

Ipeuis

BHECEHHS 3MiH [10 peecTpaLjiiiHnux
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa Ha3BU
nikapcbKoro 3acoby - 3miHa Ha3su
NiKapcbKoro 3acoby, y 3B'A3Ky
[ofaBaHHA 3HaKy TOProBoi Mapkn A0
Ha3su /13. [itova pepakuia: MNenta
MponoHoBaHa pegakuis:
Menta® TepMmiH BBeAEHHA 3MiH
npoTarom 6 Micauis nicns
3aTBEPMKEHHS. 3MiHuW | Tuny -
AJMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMpPO6HMKa/iMnopTepa rotoBoro

UA/19997/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

nikapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYCKy cepii abo micue
NPOBEEHHA KOHTPOJIIO SIKOCTI.
(misnbHICTB, 3a AKy BigNOBILaE
BMPOGHUK/iIMNOPTEP, BKIKOYAKOUM
BUMYCK Cepiid)
3MiHa y 3B'A3Ky 3i 3MiHOI
HallMeHyBaHHS Ta agpecu micus
NPOBaXEHHS Ais/IbHOCTI BUPOGHMKA
roToOBOrO NikapcbKoro 3acoby.
TepMmiH BBELEHHS 3MiH NPOTArom 6
MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHM |
My - 3MiHK WoA0
6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
He3HauHi 3MiHX B TEKCTi MapKyBaHHS
ons ynakosku in bulk. TepmiH
BBE/EHHS 3MiH MPOTAroM 6 MicauiB
nicns 3aTBepKeHHs.

177.

NMEPrOBEPIC®

MOPOLLIOK Ta
PO3YNHHVWK A9
pO34nHy Ans
iH'ekwn;

1 a6o 3 dhnakoHu 3
MOPOLLKOM Y
KomnekTi 3 1 a6o 3
donakoHamu 3 1 mn
po3uMHHYKKa (Boga
ANs iH'ekuin) y
KOHTYPHIl
YapyHKOBIli
ynakosLi; no 1
KOHTYPHiIl
YapyHKOBIli ynakoBLii
B KOpoo6Lj; 5
dhnakoHiB 3
MOPOLLKOM Y
KOMMekTi 3 5
donakoHamu 3 1 mn
po3uMHHYKKa (Boga
ANs iH'ekuin) y
KOHTYPHiIl
YapyHKOBIli
ynakoBLi; no 2
KOHTYPHI YapyHKOBI

Apec TpeiigiHr
C.A.

LLsefuapi
b

Mepk CepoHo
C.A., BiogineHHs
y M. OBOHH

LLiBefuapis

BHECEHHS 3MiH [0 peecTpavLjiiiHnX
matepianis: 3MiHu Il Tuny - 3miHn 3
AKOCTi. A®Il. KoHTposb A®L. 3miHa y

mMeTofdax BunpobysaHHsa AdD| abo

BMXiZAHOro MaTepiany/npomiKHOro

NpoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NPOLIECi
BMpo6HULTBa AP (CyTTEBA 3MiHa Y
6ionoriyHoMy/imyHONOrYHOMY/IMYyHOXI
MiYHOMY MeToZi BUNpobyBaHHs abo
MeTOgj, Y AKOMY BUKOPUCTOBYETHCA
6ionoriyHniA peareHT Ans 6iooriyHoro
Adl, abo noro 3amiHa) 3amiHa
6ionoriyHoro metogy «Po3wenneHHs
38’A3Ky Arg-C-BEPX» meTogom
«Po3lennerHHs 38'a3ky Lys-C-
ynbeTpaedektmeHa BEPX», wo
BMKOPUCTOBYETLCA A1 iAeHTudikaui
aKTVMBHOT PeYOBMHU OTPONIHY anbca
AN npoueaypu KapTyBaHHA NenTuais
npy BUNYCKY Ta NPOTATOM TEPMiHY
npuaaTHOCTI.

3a
peuerimom

UA/10624/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
ynakoBKW B Kopobui
178. | MIKNOH TabneTku, BKpUTI AT Ykpaina AT Ykpaina BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX 3a UA/5283/01/01
NNiBKOBOO "KNIBCbKWN "KUTIBCbKWUN marepianis: 3mMiHu | Tuny - 3MiHu peyenmom
060/10HKOM0, Mo 7,5 BITAMIHHUIA BITAMIHHW oo 6e3snekun/edpekTMBHOCTI Ta
mr; no 10 TabneTok 3ABO" 3ABO" hapmakoHarnsagy (iHwi 3miHn)
y 6nictepi; no 1 OHOB/EHHSA TEKCTY MapKyBaHHs
6nictepy B nauui yNakoBOK NikapcbKoro 3acoby, a came:
BUYYEHHS iHhopMmaLlii, 3a3HayeHol
POCIiCbKOI MOBOIO, Ta BUKNAAEHHS Ti
aHrNifNcbKo MOBOID, a TakoxX y n.17.
IHLLE BTOpPMHHOI yNnakoBKu f04aHO
iHbopmaLito Npo N1oroTuUN 3asBHUKA.
TepMmiH BBEAEHHS 3MiH NPOTAroM 6
MiCALIB MiCNs 3aTBEPKEHHS.
179. | NIPAUETAM- TabneTkun, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHmX 3a He nidnsieae UA/3225/01/01
AAPHULA 060/10HKOt0, Mo 200 "papmaLeBTu "®apmaLeBTUyH marepianis: 3MiHK | TUNY - 3MiHK 3 peyenmom
mr, no 10 TabneTok yHa cthipma a chipma saKkocTi. CepTudpikat BignosigHOCTI/TE-
Y KOHTYpHIiA "OapHuus” "OapHuus” cepTuduikar BiANoBiAHOCTI

YapyHKOBIli
ynakoBLi; Mo 6
KOHTYPHUX
YapyHKOBUX
yNakoBOK B nauLyj

€Bponelicbkii
hapmakonei/moHorpadii. 3miHun,
noB'si3aHi 3 HEOOXIiAHICTIO MPVYBEAEHHS
y BifnoBigHiCTb [0 MoHorpadii AdPY
abo €sponeiicbkoi thapmakonei, abo
IHLWWOT HaLjioHas1bHOT thapmakonei
fepxasn €C (iHWi 3MiHN).
MpuBeaeHHs cneungikalii Ta MeTogmk
KOHTPOJI0 IKOCTi Ha AONOMDKHY
peyoBuHY MarHito kap6oHar, Lo
BUKOPUCTOBYETLCA [151 BUPOOHULTBA
N3, y BignoBigHICTb 40 BUMOT
MoHorpadii "Magnesium carbonate,
heavy" €®, 3 ypaxyBaHHsIM BUMOT,
pekomeHAaLili Ta CTUNICTUKN
€Bponeiicbkoi Papmakonei i 4PY. Y
3B'fI3KY 3 LM Bif0ynocsi BHECEHHS
pefakLuifiHuX NpaBoK Ta 3MiHM A0
po3giny 3.2.P.4.1: -pefakuiiiHi npasku
po3giniB: "KosbopoBiCTb po3ynHy”,
"Xnopugwn", "3aniso”, "KinbkicHe
BM3HayeHHs", "laeHTudikauis”,
"Onuc", "Cynbthatun”,
"Mikpob6ionoriyHa uncrorta”. -
[oJaeTbes po3ain "PeyoBurHu,
HEPO34UHHI B OLTOBII KNCIOTI"; -
po34in "Po34YnHHICTL" (NepeHeceHo A0
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

3arasibHWUX BNacTUBOCTEN); Y 3B'A3KY 3
LM BHOCATLCS BifNOBIAHI 3MiHW A0
po3giny 3.2.P.4.2. BBeeHHS 3MiH
NPOTArom 6-Tv MicauiB nicns
3aTBEPAKEHHSA. 3MiHM | TUny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTPO/b AONOMIDKHVX PEHOBUH.
3miHa napameTpis cneuudikawin
Ta/abo JonyCTUMUX MeX A/1s
[0NOMDKHOT PEYOBUMHM (BUTYYEHHS 3i
crneundikavii He3Ha4YHOro MoKasHuKa
(Hanpukiag 3acTapisioro NoKasHKka)).
BunyueHHs 3i cneumdikawi
[0MNOMDKHOT PEYOBVHW MarHito
KapboHaT BaXXKWI NOKA3HWKIB SKOCTI
«Baxki MeTasin» Ta «ApceH»,
BiANOBIAHO A0 MaTepianis BUPO6HUKaA
3rigHo 3 ICH Guideline Q3D Elemental
impurities» Ta BUMOr Aitoyoil
MoHorpadii E® «Magnesium
carbonate, heavy». 3MiHu | TUny -
3MiHu 3 siKocTi. FoTOBMIA NikapCbKuii
3aci6.0nuc Ta cknag (iHwWi 3miHw).
YTOUYHEHHS Ha3BM AOMOMIKHOT
peyoBuHM MarHito kap6oHaT 3riHO
hakTUYHMX BNACTUBOCTEN PEYOBUHM,
LLLO BUKOPUCTOBYETLCA AN1S
BMpo6HUUTBa /13, y BiANOBIAHOCTI A0
MoHorpadii E® «Magnesium
carbonate, heavy» (6e3 3miHK
O0NOMDKHOT PeyoBUHM i Ti
KinbkocTi).[itoua pegakuis:MarHms
kap6oHart nerkuii. MNponoHoBaHa
pefaxuis:

MarHito kap6oHaT BaXKKMin. 3MiHM
BHeceHi y po3gin "Cknag" (3onomixHi
pPeYOoBUHM) B IHCTPYKL,O ANs
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby. BBegeHHs 3MiH NpOTArom 6-Tu
MicsILiB Micns 3aTBEPKEHHS.

180.

NONAMNPUN A

Kancysnu Teepgi, no
5 wmr/5 mr; no 10 a6o
no 6 kancyny
6nictepi; no 3 abo
no 5 6nictepis y

PapmaLeBTny
HWiA 3aBO
«MONIb®APM
A» C.A.

Monbwa

PapmaLeBTUYHN
1A 3aBof,
«MOJIb®APMA>»
C.A.

Monbwa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMaTtepianis: 3miHu | TUNY - 3MiHK 3
saKocTi. CepTudikat BignosigHoOcCTI/TE-
cepTtudikaT BifgnoBigHOCTI
€Bponeiicbkiii

3a
peuerimom

UA/20335/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

KapTOHHIA Kopoo6Li

thapmakonei/mMoHorpadii. MogaHHA
HOBOro ab0 OHOBMIEHOTO cepTudikaTa
BiAMNOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa Bi4nNoBILHOCTI
€sponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO
mMartepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; ANs AONOMIKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) -
OHOBeHWit cepTuddikaT Bif yxe
3aTBEpPAKEHOr0 BUPOGHMKa - MoaaHHA
OHoBfeHoro CepTudikaty
BiANOBIAHOCTI €BpoONechbkili
®apmakonel R1-CEP 2002-072-Rev
09 (3atBeppxeHo: R1-CEP 2002-072-
Rev 08) ans gito4oi peyoBUHAT
Amlodipine besilate Big Bxe
3aTBEPAKEHOro BUPOGHMKA
GLOCHEM INDUSTRIES PRIVATE
LIMITED, India.
3MiHn | TURY - 3MiHK 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l E-
cepTudikat BiANoBiAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS
cepTtudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana Adl;
A5 BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHULTBI ADI; Ans AONOMDKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonel) -
OHoBneHu cepTuddikaT Bif yxe
3aTBEPAXEHOro BUPOGHUKa - MogaHHsA
OHoBfeHoro CepTudikaty
BiANOBIAHOCTI €BpONenchbkili
dapmakonei R1-CEP 2002-072-Rev
10 ansa gitoyoi pevoBmHUT Amlodipine
besilate Big BXe 3aTBEpAKEHOTO
BMpo6HMKa GLOCHEM INDUSTRIES
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
PRIVATE LIMITED, India.

181. | NONANPUN A Kancysnu Teepgi, no dapmaueBTny MonbLwa dapmauleBTUYHN MonbLa BHECEHHS 3MiH [0 peecTpavLjiiiHnX 3a UA/20335/01/03
10 mr/10 wmr; no 10 HWi1 3aBOf 1 3aBog mMaTtepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
abo no 6 kancyny «MOJIb®APM «[MONIb®APMA>» saKocTi. CepTudikat BignosigHoOcCTI/IE-
6nicTepi; no 3 abo A» C.A. C.A. cepTtudikaT BifgnoBigHOCTI

no 5 6nictepiB y
KapTOHHIA Kopoo6Li

€Bponeiicbkii
thapmakonei/MoHorpadii. MogaHHA
HOBOro ab0o OHOBMIEHOTO cepTudikaTa
BiAMOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa BigNOBILHOCTI
€Bponelicbkin hapmakonei: ans Adl;
[N BUXIQHOrO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYKOTHCA Y
BMPO6HULTBI A®I; ANst AONOMIXHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€sponelicbkin hapmakonel) -
OHOBeHWit cepTudikaT Bif yxe
3aTBEPAXEHOr0 BUPOGHUKA - MogaHHA
OHoBfeHoro CepTudikaty
BiAMNOBIAHOCTI EBponechbkili
®apmakonel R1-CEP 2002-072-Rev
09 (3atBeppxeHo: R1-CEP 2002-072-
Rev 08) ans fjto4oi pevyoBUHAUT
Amlodipine besilate Big Bxe
3aTBEPAKEHOro BUPOGHMKA
GLOCHEM INDUSTRIES PRIVATE
LIMITED, India.
3MiHn | TURY - 3MiHK 3 SKOCTI.
CepTuddikart BignosigHOCTI/lE-
cepTugikat BiaNoBigHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHA
HOBOro ab0o OHOBMIEHOrO cepTudikaTa
BiAMNOBIAHOCTI @60 BUNYyYEHHS
cepTudikaTa BiAnoBiLHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
A5 BUXigHOro
mMartepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI ADI; Ans AONOMIKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakonel) -
OHoBReHW cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - MofgaHHA
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
OHoBfeHoro CepTudikaty
BiANOBIAHOCTI €BpONenchbkili
dapmakonei R1-CEP 2002-072-Rev
10 ansa giroyoi pevoBmHUT Amlodipine
besilate Big BXe 3aTBEpAKEHOTO
BMpo6Hnka GLOCHEM INDUSTRIES
PRIVATE LIMITED, India.
182. | NONANPUN A Kancysnm Teepgi, no dapmaveBTny MonbLwa dapmaleBTUYHN MonbLa BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/20335/01/02
10 mr/5 wr; no 10 HWi1 3aBOf 1 3aBog mMaTtepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
abo no 6 kancyny «MOJIb®APM «[MONIb®APMA>» aKocTi. CepTudpikat BignosigHoOcCTI/TE-
6nicTepi; no 3 abo A» C.A. C.A. cepTtudikaT BifgnoBigHOCTI

no 5 6nictepiB y
KapTOHHIA Kopoo6Li

€Bponeiicbkii
hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOTO cepTudikaTa
BiAMOBIAHOCTI 260 BUMYYEHHS
cepTugikaTa BigNOBILHOCTI
€Bponelicbkin hapmakonei: ans Adl;
[N BUXIQHOMO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYKOTHCA Y
BMPO6HULTBI A®I; ANst AONOMIXHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€sponelicbkin hapmakonel) -
OHOBNeHWit cepTudikaT Bif yxe
3aTBEPAXEHOTO BUPOGHUKA - MogaHHA
OHoBfeHoro CepTudikaty
BiAMNOBIAHOCTI EBponechbkili
®apmakonel R1-CEP 2002-072-Rev
09 (3atBeppxeHo: R1-CEP 2002-072-
Rev 08) ans pjto4oi pevyoBUHAUT
Amlodipine besilate Big Bxe
3aTBEPAKEHOro BUPOGHMKA
GLOCHEM INDUSTRIES PRIVATE
LIMITED, India.
3MiHn | TURY - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHOCTI/E-
cepTugikat BianoBigHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHA
HOBOro ab0o OHOBMEHOr0 cepTudikaTa
BiAMNOBIAHOCTI @60 BUNYYEHHS
cepTudikaTa Bi4noBiAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
A5 BUXigHOro
Matepiany/peareHTy/npomixXHOro
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHULTBI ADI; ANs AONOMDKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonel) -
OHoBneHnn cepTuddikaT Bif yxe
3aTBEPAKEHOro BUPO6HUKa - MogaHHA
OHoBfeHoro CepTudikaty
BiANOBIAHOCTI €BpONenchbkili
dapmakonei R1-CEP 2002-072-Rev
10 ansa gitoyoi pevoBmHUT Amlodipine
besilate Big BXe 3aTBEpAKEHOTO
BMpo6Hnka GLOCHEM INDUSTRIES
PRIVATE LIMITED, India.
183. | MPEBEHAP® cycneHsisa ans Mdpaizep CLIA Mdpaiizep Benbria/ BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/15864/01/01
131/ iH'exuili; no 1 posi Eiau.Ci.Mi. MeHtodekuypuH IpnaHgis marepianis: 3miHu Il Tuny - 3MiHn peyenmom
PREVENAR® (0,5mn)y KopnopeiiwH r benbrisa HB, oo 6e3snekun/edpekTMBHOCTI Ta
13 BAKU/HA nonepenHLo Benbris; hapmakoHarnagy. IHwi 3miHu, siki He
NMHEBMOKOKO | HanoBHeHOMY Mcpaiizep BBILLAM y Ll po34in, siki BKNovaTb
BA wnpuyi; no 1 IpneHg nofaHHsA pe3ynbTatiB fOCAiMpKEHb A0
MONICAXAPUA, | nonepefHbO dapmaceyTvKas KOMMNETEHTHOro opraHy 3miHn BHECEHO
HA HanoBHEHOMY c, lpnangis 00 yacTuH: |l «Cneuudpikauis 3
KOH’FOTOBAH LUNpULY Ta OAHii 6e3neku», Il «MnaH 3
A BiJOKPEM/IEHIN ronuj hapmakoHarnsgy», V «3axogm 3
(TPUHAQUATA | B iHAMBIOYaIbHOMY MiHiMi3auji pu3sukiB», VI «Pe3ome
BANEHTHA 4oX/i y 3aKpuUTOMy nnaHy ynpasniHHA pusnkamu», VII
AACOPBOBAH | nnactukosomy «lopaTkn» y 3B'A3KY 3
A) KOHTeliHepi; no 1 pekomeHgauismm PRAC B pesynbTtari
nNacTUKOBOMY ouiHkm PSUR, a came: BuganeHHs
KOHTeliHepi y Ba&XX/IMBUX iAEHTUIKOBAHNX PUNKIB,
KapTOHHI KopooLi BavK/IMBUX MOTEHLAHUX PU3KKIB, a
TakoX BUAASIEHHS BiACYTHLOI
iHchopmawii. Pe3stome nnany
ynpas/iHHA pusmkamu Bepcia 13.0
[ofaeTbes
184. | NPINIOAKN® 30 | TabneTku, BKPUTI BEPNIIH-XEMI | HimeyunH MeHapiHi-®oH HimeuunHa BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX 3a He niidnsieae UA/15385/01/02
Mr NnNiBKOBOKO Al a XeligeH MTv6X mMaTtepianis: 3miHu | Tuny - 3MiHn peyenmom

060/10HKO0, No 30
mr; no 3 abo 6
TabneTok y
6nictepax; no 1
6nictepy y
KapTOHHIA Kopoo6Li

Loao 6e3snekn/edeKkTBHOCTI Ta
thapmakoHarniagy (iHwi 3MiHn) - 3MiHK
BHECeHi [0 IHCTPYKUiT ANs MeANYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao

po3ginis “B3aemogist 3 iHWMMK
nikapcbkMun 3acobamu Ta iHLWi BUuau
B3aeMOZii" (pefakuiiHa npaska),
"Oco6/1MBOCTi 3acTOCyBaHHS"
(YTOYHEHHS iHdhopMaUiT Woao
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

[LOMOMDKHUX PEYOBUH). TepMiH
BBEEHHS 3MiH MPOTAroM 6 Micauis
nicns saTBepmkeHHs. 3MiHu | Tuny -

3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHN) - 3MiHK
BHeCeHi [0 IHCTpyKLUii A5 MeguyHoro
3aCTOCyBaHHSA fikapcbkoro 3acoby Ao
po3gainy "Ynakoska" (BUNyYEHHS
pO3kagHoi 6iCTepHOI ynakoBk/ Ta
nepexif Ha cTaHAapTHY ynakoBky) 3

BiANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK NiKapcbKoro

3acoby. BunyuyeHHs poskiagHoi
6nicTepHoi ynakoBku (ramaHeLp) sk

[,0[,aTKOBOrO 3axoAy 3 MiHimisauil
pW3KKiB, L0 Npu3BeAe A0 nepexoay
Ha cTaHJapTHy ynakosky. CTaHgapTHa
BTOPMHHA yNaBKOBKa 3aMiHUTb
BUTyYeHUIA ramaHeLb. 3miHa
BHOCUTbCA Y po3ain "Ynakoska" MKA.
TepMmiH BBEEHHS 3MiH NpoTArom 6
MicsILiB nicns 3aTBepKeHHs. 3MiHm 1l
TMny - 3MiHK WoA40
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BHeceHHss abo
3MiHa(1) [0 30608B'A3aHb Ta YMOB
BMAaui peecTpayjiiiHoro noceigyeHHs,
BK/IlOYaK0uM MNnaH ynpasniHHA
py3nkamm (3aCTOCYBaHHS 3MiH(M),
Aki(a) BMMaratoTb(€) NoAanbLLIOro
06r'pyHTYBaHHS HOBVMW AOAATKOBUM
AaHVMK, Lo MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKifTbK/
BUMaraeTbCs CyTTEBA OL|iHKa
KOMMETEHTHUM OpraHom) - 3assBHUKOM
BEPIH-XEMI Al',Hime4yunHa HagaHo
OHOB/IEHUIA NNaH ynpas/iHHA
pu3ukamu Bepcis 9.0. 3MiH1 BHECEHO

80 yactuH: Il «Cneundikauis 3

6e3nekn», V «3axoam 3 MiHimisawii
pusukiB», VI «Pe3stome nnaHy
ynpaBniHHA pu3nkamu», VII
«[lopatkn» y 3B'A13Ky 3
pekomeHgauismm PRAC B pe3ynbTari
ouiHkM PSUR, a came: BUganeHHs
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

BaX/IMBUX iAEHTUIKOBAHNX PU3NKIB,
BaXK/IMBMX MOTEHLNHUX PU3MKIB, a
TaKoX BUAAIEHHS BiACYTHbLOT
iHdbopmauii. CTpyktypy MNYPa 6yno
OHOBJIEHO BIiAMNOBIAHO 40
pekomeHgauiin Guideline on good
pharmacovigilance practices (GVP)
Module V — Risk management
systems (Rev 2). Pe3iome nnany
ynpas/iHHA pusmkamu Bepcisa 9.0

O0A3ETLCS.
185. | NPINIMKN® 60 | TabneTtku, BKpUTI BEPNIH-XEMI | HimeyunH MeHapiHi-PoH HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a He nidnsieae UA/15385/01/01
Mr nNiBKOBOK Al a XeligeH MTv6X maTtepianis: 3miHu | TMny - 3MiHK peyenmom
060/10HKO10, Mo 60 oo 6e3snekn/edhekTMBHOCTI Ta
Mr; no 3 abo 6 thapmakoHarnagy (iHwi 3MiHn) - 3MiHK
TabneTok y BHECEHI [0 IHCTPYKUiT ANS MEAUYHOTO
6nictepax; no 1 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
6nictepy y po3ainis "B3aemogis 3 iHWMMK
KapTOHHIA Kopoo6Li niKkapcbknmy 3acobamu Ta iHLi BUAW
B3aemogiin" (pefakuinHa npaska),

"Oco61MBOCTI 3aCTOCYBaHHS"
(yTOUHEeHHS iHdhopMaLii Wwoao
[0NOMDKHMUX PeqyoBUH). TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis
nicnsa 3aTBepKeHHNA. 3MiHu | Tvny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3MiHK
BHECEHi [0 IHCTPYKUiT AN MEAUYHOIO
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ainy "Ynakoska" (BUyYeHHS
po3knazHoi 6nicTepHOl ynakoBku Ta
nepexif Ha ctaHfapTHY ynakoBky) 3
Bi4NOBIAHMMY 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK /liKapCbKoro
3aco6y. BunyyeHHs posknagHoil
6nicTepHoi ynakoBku (ramaHeLp) siK
[,04aTKOBOro 3axoAy 3 MiHimizau,ji
PU3KKIB, LLLO NpU3Beae 40 Nepexony
Ha CcTaHfJapTHY ynakosky. CTaHgapTHa
BTOPUHHA yNnaBKOBKa 3aMiHUTb
BUNyYEHUIA raMaHeLb. 3MiHa
BHOCUTbCA Y po3fin "Ynakoska" MKHA.
TepMmiH BBEEHHS 3MiH NPOTAroM 6
MiCALIB MiCNA 3aTBepAXEHHS. 3MiHu |l
Tmny - 3MiHM WwWoao
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Ymosu

Howmep

n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Bionycky

Pexnamysa
HHSA

peecmpayjiliHo2o
nocBi04Y€eHHs1

6e3nekun/ehekTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MiHa(n) fo 3060B'A3aHb Ta yMOB
BMAAui peecTpayiiiHoro noceifgyYeHHs,
BKtOYatoun MnaH ynpaeniHHA
py3nkamm (3aCTOCyBaHHS 3MiH(M),
SKi(a) BUMaratoTb(€) No4as1bLLOro
06r'pyHTYBaHHS HOBUMU A04ATKOBUM
AaHuMK, Lo MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKifTbKn
BMMaraeTbCsl CyTTEBA OLLiHKA
KOMNETEHTHUM OpraHoMm) - 3asiBHUKOM
BEPNIH-XEMI Al',Hime4yunHa HafaHo
OHOBJ/IEHWNIA NaH ynNpas/liHHA
pu3ukamu Bepcis 9.0. 3MiH1 BHECEHO
00 yactuH: Il «Cneuudpikauis 3
6e3nekn», V «3axoam 3 MiHimisauii
pu3ukiB», VI «Pe3tome nniaHy
ynpasiHHA pusnkamm», VIl
«JloaaTtkn» y 3B'A3KYy 3
pekomeHgauiamm PRAC B pesynbTari
ouiHkm PSUR, a came: BuganeHHs
Ba&XX/IMBWX iAEHTUIKOBAHNX PU3NKIB,
BavK/IMBMX MOTEHLAHUX PU3MKIB, a
TakoX BUAASIEHHS BiACYTHLOI
iHdhopmauii. Ctpyktypy MNYPa 6yno
OHOBJIEHO BiANOBIAHO A0
pekomeHaauiit Guideline on good
pharmacovigilance practices (GVP)
Module V — Risk management
systems (Rev 2). Pe3stome nnaHy
ynpasniHHA pu3vkamu Bepcis 9.0
[0A3ETbCSA.

3a

UA/14719/01/01

186.

MPONMOTEKC

PO3YUH ANs iH ek,
25 mr/mi; no 1 mny
dhnakoHi; no 7
hnakoHiB B
KapTOHHI Kopoo6Li

IBCA
IHCTUTYT
Bioximik CA

LLiBeiiuapi
A

KOHTPO/b AKOCTI:
IBCA IHcTUTYT
Bioximik CA,
Lseiiuapis

BMPOGHMLTBO
roToBOro
nikapcbKkoro
3acoby,
nepBuHHe Ta
BTOPVHHE

LLiBeiiuapis

nakyBaHHA:

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianiB: yTOYHEHHA HanMcaHHsA
3asiBHUKa B Haka3i MO3 YkpaiHu Ne
1191 Big 09.07.2024 B npoueci
BHECEHHS 3MiH (3MiHu | Tuny -
AJMiHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaumn
AiNbHULI BUNYCKy cepii abo micue
NPOBeEeHHA KOHTPOJIKO SIKOCTI.

peyenmom
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
([isnbHICTB, 3a AKy BigNOBILaE

IBCA IHCTUTYT
Bioximik CA,
LLBeiuapis

BUMYCK Cepii:
IBCA IHcTUTYT
Bioximik CA,
LLisefiuapis

BMPOGHUK/iIMNIOPTEP, BKIKOYAKOUN
BMMYCK cepiii). 3MiHa agpecy Ta
HaliMeHyBaHHs BUpPoOHYuKa IBCA
IHcTuTyT Bioximik CA, LUBseliyapis,
BiANOBIAA/ILHOTO 3a KOHTPO/Ib SKOCTI,
6e3 3MiHN MicusA BUPOOHMLTBA. 3MiHU
BHECEHO B iHCTPYKL,i0 4515 MEANYHOrO
3aCTOCyBaHHSA Nikapcbkoro 3acoby
LLL0Z10 HaliMeHyBaHHS BUPOOHYMKa 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKW NiKapcbKoro
3acoby. BBefieHHs 3MiH NPOTArom 6-Tu
MicSLiB NicnsA 3aTBEPAKEHHNA.3MiHM |
TMny - AAMIHICTPaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3as1BHMKa (BNacHMKa peecTpauiiHoro
noceigyeHHs). 3MiHa HaliMeHyBaHHS
Ta afpecy 3asBHNKa. BBefeHHS 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHTbLCA
BUMYCKY Cepii Ta KOHTPO/O AKOCTI
roToBOro fikapcbkoro 3acoby (3amiHa
abo gofaBaHHS BUPOOHMKA, LLIO
Bignosifae 3a BBe3eHHA Ta/abo
BMMYCK cepii) - He Bkoyaroun
KOHTPO/b/BMNPOGYBaHHSA cepii. 3MiHa
BMPOGHMKA BiANOBIAa/ILHOIO 3a
Bunyck cepii 3 IBCA IHCTUTYT Bioximik
CA, Bia asnb MoHTe 13, 6903 JlyraHo,
LLiseiiuapisi Ha IBCA IHCTUTYT Bioximik
CA, Bia NiaH Ckaipono 49, 6912
Mauuano, Weeiyapisa. 3miHn
BHECEHO B iHCTPYKLt0 415 MEANYHOIO
3aCTOCYBaHHS NikapCbKoro 3acoby
LLOA0 MiCLLe3HaxXOMKEHHS BUPOOHMKaA
3 BIANOBIAHUMW 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW NiKapcbKoro
3acoby. BBegeHHs 3MiH NpOTArom 6-Tu
MicaLiB nicnsa 3aTBepAKeHHs. 3MiHn |
TUny: AOMIHICTPaTUBHI 3MiHW. 3MiHa

HaliMeHyBaHHs1 Ta/abo agpecu micus
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

NPOBaPKEHHS AiSNIbHOCTI
BMpO6HMKa/iMnopTepa rotToBoro
nikapcbKoro 3acoby, BkIoUaun
LOinbHUL BUNYCKY cepii abo micue
NPOBELEHHS KOHTPOJTHO SKOCTI.
(misnbHicTb, 3a AKy BignoBifae
BUPOGHMK/IMNOPTEP, HE BKIOYaoum
BWMYCK cepiii). 3MiHa agpecu Ta
HalilMeHyBaHHS BUPOOHMKa
BIANOBIAA/ILHOIO 3a BUPOGHULTBO
roTOBOro NikapCbKOro 3acoby,
nepBUHHE Ta BTOPVWHHE NakyBaHHS,
6e3 3MiH1 Micus BUpOOHMLTBA.
BBefeHHs 3MiH NpoTArom 6-Tm Micauis
nicns saTBepmxeHHs). Pefakuis B
Hakasi - IBCA IHcTuTyT Bioximik C.A.
BipHa pepgakuisi - IBCA IHCTUTYT
Bioximik CA.

187.

PAN3OJEN®
®NEKCTAY®

PO3YUH AN1s1 iH'EKLNA,
100 OA/mn; no 3 mn
y KapTpuaxi, akui
MIiCTUTbCA Y
6araTo030Bil
0[iHOPa3oBiii
Lwnpuu-pyuLi; no 1
abo no 5 wnpuu-
PYYOK Y KapTOHHiIl
KopoobLi

A/T Hoso
Hopgaick

[aHis

Brpo6HuMuTBO,
HanoBHEHHS B
NepBUHHY
yNakoBKy Ta
KOHTPO/b 6asiky.
BignosigansbHuii
3a BUNycCK:
A/T HoBo
Hopgick, daHis

KomnnektysaHH
A, MapKyBaHHs
Ta BTOPUHHE
nakyBaHHs
roToBOro
NPOAYKTY.
KoHTponb skocTi
6asiky rotoBoro
npoAaykTy Ta
KiHL,eBOro
roToBOro
NPOAYKTY:
AT Hoso
Hopgick, daHis

MapkyBaHHA Ta
BTOPUHHE

[Oanis/
PpaHLis

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsaay (iHwi 3miHn) 3MiHu
BHECEHI B TEKCT MapKyBaHHS
BTOPVIHHOT YNaKoBKM NiKapCbKoro
3aco0y W00 3a3HaUYeHHA Ha3BU
NiKapcbKoro 3acoby [oAaTKoBO
aHriicbkolo MOBOK. BBeAeHHS 3MiH
NpoTArom 6-Tv MicayiB nicns
3aTBEPMAKEHHS

3a
peyenmom

UA/14281/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
nakyBaHHS
roToBOroO
NPOAYKTY:
Hoso Hoppgick
MpoaoKCbLOH
CAC, ®paHuis
188. | PAMIK/IAB-625 | Tabnetku, BKpUTI Inka IHAis Inka IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/16724/01/01
nNiBKOBOIO Na6opatopis NabopaTtopis mMatepianis: 3miHu | Tuny - 3MiHn peyenmom
060/10HKOI N0 500 Nimiten Nimiten oo 6e3snekun/edpekTMBHOCTI Ta
mr/125 mr no 3 hapmakoHarnsigy. BeegeHHs abo
TabneTkn y ctpuni, 3MiHW [0 y3araslbHEHUX AaHnx Npo
no 7 ctpunis y cuctemy hapmakoHarnagy (BBefeHHs
KapTOHHI Kopoo6Li y3araJlbHeHNxX AaHux npo cucrtemy
hapmakoHarnagy, amiHa
yNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asBHuka ans
3[jiicHeHHs hapmakoHarnsgy B
YKpaiHi, AKLWO BOHA BiAMIHHA BifJ
yNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bknroyaroum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MmileHHi MacTep-dhaiina cuctemu
hapmakoHarnsgy) 3MiHa KOHTaKTHOI
0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38
hapmakoHarnsg B Ykpaii.
[Oitova pepakuia: TxagaHi JaHiens.
MponoHoBaHa pepakuin: CapaniHa
Onbra IBaHiBHa. 3MiHa KOHTaKTHUX
[JaHNX KOHTaKTHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOT 3a (hapmakoHarnsg, 8
YKpaiHi.
189. | PENAKCUN Kancynu TeepAi; no AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 6e3 UA/5286/01/01
10 kancyny "KNIBCbKWI "KNIBCbKUI marepianis: 3MiHu | Tuny - 3MiHu peyenma
6nictepi; no 2 BITAMIHHUIA BITAMIHHW oo 6e3snekn/edpekTMBHOCTI Ta
6nictepy B navwi 3ABO4" 3ABO4" thapmakoHarnagy (iHLwi 3MiHwn)

OHOBNEHHA TeKCTY MapKyBaHHsA
BTOPWHHOI YNaKoBKM NiKapCbKoro
3acoby, a came: [y60BaHHSA TEKCTY
aHrNilicbkolo MOBOIO, & TakoxX y n.17.
IHLE BTOPWHHOT Ta NepBUHHOI
yNakoBOK f10flaHo iHhopMaLito Npo
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
noroTun 3asiBHUKa. TepMiH BBeEHHS
3MiH NpoTArom 6 MicAuiB nicns
3aTBEpPKEHHS.
190. | PMHOCTON cnpeii HazasbHUiA, CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHmx 6e3 UA/20110/01/01
Ao3oBaHuin 1,0 YKpaiHCbKO- YKparHCbKO- marepianis: 3miHu | Tuny - 3miHn 3 peyenma
mr/mn, no 10 mny icnaHcbke icnaHcbke aKocTi. CepTudikar BignosigHOCTI/TE-
nonieTuneHoBoMy nignpueMCcTBO nigNpPUEMCTBO cepTugikat BianoBigHOCTI
KOHTeliHepi 3 «Cnepko «Cnepko €Bponelicbkii
Hacocom 3 YkpaiHa» YkpaiHa» thapmakonei/moHorpadii. NMogaHHA
posnuaBayem; no (NOBHMIA LYKN HOBOro ab0o OHOBMIEHOrO cepTudikaTa
1 koHTelHepy y BMPOBHMLITBA, BiAMNOBIAHOCTI @60 BUNYYEHHS
nauui 3 KapToHy BMNYCK Cepil; cepTudikaTa Bi4noBiAHOCTI
KOHTPO/1b €Bponelicbkiin hapmakonei: ans Adl;
AKOCTI) A5 BUXigHOro

mMartepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI ADI; Ans AONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBReHnn cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHSA
OHOBJIEHOrO cepTudikaTy
BiANOBIAHOCTI E€BpONenchbkili
hapmakonei R1-CEP 2017-054-Rev
00 Bif, 3aTBEPKEHOI0 BUPOGHMKA
Predsiebiorstwo Innowacyjno-
Wdrozeniowe IPOCHEM Sp. Z o. o.,
Poland pgjtouoi pevoBuHM
KcunomeTasoniHy rigpoxnopus B
3B’5A3KY 3i 3MiHOI Ha3BW BUPOOHMKA
(3aTBepmxeHo: RO-CEP 2017-054-Rev
00 Predsiebiorstwo Innowacyjno-
Wdrozeniowe IPOCHEM Sp. Z o. 0.,
Poland; 3anponoHoBaHo: R1-CEP
2017-054-Rev 00 WARSZAWSKIE
ZAKLADY FARMACEUTYCZNE
POLFA S.A. IPOCHEM BRANCH,
Poland). 3miHu | Tuny - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHOCTI/IE-
cepTugikat BianoBigHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHA
HOBOro ab0o OHOBMIEHOrO cepTudikaTa
BiAMNOBIAHOCTI @60 BUNYYEHHS
cepTuduikara BignoBigHOCTI
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

€Bponelicbkiin hapmakonei: ans Adl;
A5 BUXigHOro
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHULTBI ADI; ANs AONOMDKHOT
peyoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBneHnn cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHSA
OHOBJIEHOrO cepTudikaTy
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei CEP 2017-054-Rev 01
Bif] 3aTBEPKEHOr0 BUPOGHUKA
WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A.
IPOCHEM BRANCH, Poland gitoyoi
PEeYOBUHM KCMIOMETA30MiIHY
rigpoxnopug B 38’A3Ky 3i 3MiHOO
Ha3BY BUPOOHMKa (3aTBEpXeHO: R1-
CEP 2017-054-Rev 00
WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A.
IPOCHEM BRANCH, Poland;
3anponoHosaHo: CEP 2017-054-Rev
01 ZAKLADY FARMACEUTYCZNE
POLFA S.A,, Poland)

191.

PO3YBACIH

TabneTku, BKPUTI
NAiBKOBOO
0060/10HKOt0, Mo 5 Mr,
no 10 TabneTok y
6nictepi, no 3 abo
no 6 6nicTepis B
KapTOHHI Kopoo6Li

OPTAHOCVIH
NAADCAEHC
N3 (E® 3ET I

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH 10 peecTpaLiiiHnX
MaTepianis: yTOUHEHHS
peecTpauiiiHOl npoueaypu B Hakasi
MOS3 YkpaiHu Ne 794 Big 07.05.2024
- 3MiHK | TMNY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. Onuc Ta
cknag. 3miHa abo JoaaBaHHs
LWTamnis, NOTOBLLEHb ab0 iHLINX
MapKyBaHb, YK/touatoum 3amiHy abo
fofaBaHHA hapb 415 MapKyBaHHS
nikapcbKoro 3acoby (3miHa wramnis,
MOTOBLLEHb 260 IHLINX MapKyBaHb)-
3MiHM 3a noKasHMKom «Onuc» ans
[03yBaHHA 5 Mr , BUyUYEeHHSA
rpasitoBaHHs «APO» 3 04HOr0 60Ky
TabneTkn Ta «<ROS» 3 iHLIOrO GOKY.
3arBepaKeHo:

Onwuc. XKoBTi Kpyrni ABoonykni
Tabn1eTKn, BKPUTI M/1IBKOBOKD

3a
peyenmom

He nionszae

UA/13316/01/01
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Howmep

n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

peecmpayjiliHo2o
nocBi04Y€eHHs1

060/10HKOI0, 3 rpaBitoBaHHAM «APO»
Ha ofHili cTopoHi Ta «ROS» Hap «5» -
Ha iHLWIN.
3anponoHoBaHo:

Onwuc. XKoBTi Kpyrni ABoonyKni
TabneTku, BKpUTI MNIBKOBOHO
060/10HKOH0, 3 rPaBitoBaHHAM «5» Ha
OfHili CTOPOHI.
3MiHN BHECEHO B iHCTPYKL,il0 ANA
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro
3acoby y po3gain "Nlikapcbka chopma"
(OCHOBHI (hi3nKO-XiMiYHi B1IACTUBOCTI).

192.

PO3YBACIH

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKOI0, Mo 20
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepy B
KapTOHHIA Kopoo6Li

OPTAHOCWH
NANDCAEHC
N3 (E® 3ET I

OAE

AnNoTekc IHK.

KaHaga

BHECEHHS 3MiH [10 peecTpaLjiiiHnux
mMarepianis: yTOYHEHHS
peecTpauiiiHol NnpoueAypu B Hakasi
MOS3 Ykpainu Ne 794 Big 07.05.2024
- 3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Onuc Ta
cknag. 3miHa abo fofaBaHHSA
LITamnis, NOTOBLLEHb ab0 iHWKX
MapKyBaHb, YK/IroHaoumn 3aMiHy abo
nofaBaHHa dhapb AN MapKyBaHHS
nikapcbKoro 3acoby (3miHa wramnis,
NOTOBLUEHb ab0 IHLIMX MapKyBaHb) -
3MiHKM 3a NokasHUKOM «Onuc» ans
[o3yeaHHs 10 mr, 20 mr ta 40 mr, a
came BUyYeHHs rpasitoBaHHA «APO»
3 ogHoro 60ky Tabnetkn Ta «ROS» 3
iHLLIOro BOKY.
3arBepaKeHo:

Onuc. PoxeBsi Kpyr/i ABOONyK/i
TabneTkun, BKpUTI M/1IBKOBOKO
060/10HKOI0, 3 FpaBitoBaHHAM «APO»
Ha OfHii cTopoHi Ta «ROS» Hap «10»
- Ha iHLWINA.

Onuc. PoxeBsi Kpyr/i ABOONYK/i
TabneTkun, BKpUTI M/1iIBKOBOKO
060J10HKOI0, 3 rpaBitoBaHHAM «APO»
Ha ofHin cTopoHi Ta «ROS» Hag «20»
- Ha iHLWIN.

Onuc. PoxeBi 0BaslbHI ABOONYKNI
TabneTku, BKPUTI MNIBKOBOH
060/10HKOI0, 3 rpaBitoBaHHAM «APO»
Ha OfHii cTopoHi Ta «ROS40» - Ha
iHLUI

3a
peyenmom

He nionsicae

UA/13316/01/03
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

3anponoHoBaHo:

Onuc. Poxesi kpyrni gBoonyki
TabneTku, BKPUTI MNIBKOBOHO
060/10HKOH0, 3 rpaBitoBaHHAM «10» Ha
OfHili CTOPOHI.

Onuc. PoxeBi kpyrni gBoONyki
TabneTku, BKpUTI M/1iBKOBOKO
060/10HKOH), 3 rPaBitoBaHHAM «20» Ha
OfHili CTOPOHI.

Onuc. PoxeBi 0BalbHI ABOONYKNI
TabneTkun, BKpUTI M/1IBKOBOKO
060/10HKOI0, 3 FpaBitoBaHHAM «40» Ha
O[fHili CTOPOHI.
3MiHV BHECEHO B iHCTPYKL,iO AN
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby y po3gain "Nlikapcbka hopma"
(OcHOBHI (hi3MKO-XiMiYHI BIACTUBOCTI).

193.

PO3YBACIH

TabneTku, BKPUTI
nNiBKOBOK
060/10HKO0, M0 40
mr, no 10 TabneTok
y 6nictepi, no 3
6nictepu B
KapTOHHI KopooLi

OPTAHOCVIH
NAADCAEHC
N3 (E® 3ET I

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH 10 peecTpaLiiiHnX
MaTepianis: yTOUHEHHS
peecTpauiiiHOl npoueaypu B Hakasi
MOS3 YkpaiHu Ne 794 Big 07.05.2024
- 3MiHK | TMNY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. Onuc Ta
cknag,. 3miHa abo JoaaBaHHs
LWTamnis, NOTOBLLEHb ab0 iHLINX
MapKyBaHb, YK/touatoum 3amiHy abo
fofaBaHHA hapb 415 MapKyBaHHS
nikapcbKoro 3acoby (3miHa wramnis,
NOTOBLLUEHb 260 IHLWIMX MapKyBaHb) -
3MiHM 3a nokasHMKoMm «Onuc» ans
[03yBaHHA 10 mr, 20 mr ta 40 mr, a
came BWyYEHHS rpasitoBaHHA «APO»
3 0fHOro 6oky TabneTkn Ta «<ROS» 3
iHLLIOro 6OKY.
3artBepakeHo:

Onuc. PoxeBsi Kpyr/i ABOONYK/i
TabneTkun, BKpUTI M/1iIBKOBOKO
060J10HKOI0, 3 rpaBitoBaHHAM «APO»
Ha ofHin cTopoHi Ta «ROS» Hag «10»
- Ha iHLWIN.

Onuc. Poxesi kpyrni gBoonyki
TabneTku, BKPUTI MNIBKOBOH
060/10HKOI0, 3 rpaBitoBaHHAM «APO»
Ha OfHIN cTOpoHi Ta «ROS» Hag «20»
- Ha iHLWIN.

3a
peyenmom

He nionszae

UA/13316/01/04
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

Onuc. PoxeBi 0BalbHI ABOONYKNI
TabneTkun, BKpUTI M/1IBKOBOKO
060/10HKOI0, 3 FpaBitoBaHHAM «APO»
Ha OfHii cTopoHi Ta «ROS40» - Ha
iHLWIN
3anponoHoBaHo:

Onuc. PoxeBsi Kpyr/i ABoONyK/i
TabneTkun, BKpUTI M/1IBKOBOKO
060/10HKOI0, 3 FpaBitoBaHHAM «10» Ha
O[fHili CTOPOHI.

Onuc. Poxesi kpyrni gBoonyki
TabneTku, BKpUTI MNIBKOBOHO
060/10HKOH0, 3 rPaBitoBaHHAM «20» Ha
OfHili CTOPOHI.

Onuc. PoxeBi oBa/bHi ABOOMYK
TabneTku, BKpUTI M/1iBKOBOKO
060/10HKOH), 3 TPaBitoBaHHAM «40» Ha
OfHili CTOPOHI.
3MiHV BHECEHO B iIHCTPYKLi0 AN
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3gin "/likapcbka hopma”
(OCHOBHI ()i3vKO-XiMiYHi B1IACTUBOCTI).

UA/13316/01/02

194.

PO3YBACIH

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, Nno 10
mr, no 10 TabneTok
y 6nictepi, no 3 abo
no 6 6nictepis B
KapTOHHI Kopoo6Li

OPIAHOCWH
NAVGCAEHC
M3 (E® 3ET 1)

OAE

AnNoTekc IHK.

KaHaga

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: yTOUHEHHS
peecTpauiiiHol NnpoueAypu B Hakasi
MO3 YkpaiHu Ne 794 Big 07.05.2024
- 3MiHK | TMNY - 3MiHK 3 SIKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Onuc Ta
cknag,. 3miHa abo foaaBaHHA
LTamnie, NOTOBLLEHb abo iHLLINX
MapKyBaHb, YK/touatoum 3amiHy abo
AofaBaHHsA hapb Ans MapkyBaHHS
nikapcbKoro 3aco6y (3MiHa wramnis,
NOTOBLLEHb a60 IHLWMX MapKyBaHb) -
3MiHM 3a NoKasHWKOM «Onuc» ans
[o3yBaHHsa 10 mr, 20 mr ta 40 mr, a
came BUYyYeHHs rpasitoBaHHsA «APO»
3 04HOro 60Ky TabneTkm Ta «<ROS» 3
iHLIOro GOKy.
3arBepaKeHo:

Onuc. Poxesi kpyrni gBoonyki
TabneTku, BKPUTI MNIBKOBOH
060/10HKOI0, 3 rpaBitoBaHHAM «APO»
Ha OfHIN cTOpoHi Ta «ROS» Hag «10»

- Ha iHLWUIN.

3a
peuerimom

He nionsizae
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

Onuc. PoxeBsi Kpyr/i ABoONyK/i
TabneTkun, BKpUTI M/1IBKOBOKO
060/10HKOI0, 3 FpaBitoBaHHAM «APO»
Ha OfHii cTopoHi Ta «ROS» Hag «20»
- Ha iHLWWINA.

Onuc. PoxeBi oBa/bHi ABOOMYK
TabneTku, BKpUTI M/1iBKOBOKO
060/10HKOI0, 3 rpaBitoBaHHAM «APO»
Ha OfHi cTopoHi Ta «ROS40» - Ha
iHLUIVA
3anponoHoBaHo:

Onuc. PoxeBi kpyrni gBoonyki
TabneTku, BKpUTI M/1iBKOBOKO
060/10HKOH), 3 rPaBitoBaHHAM «10» Ha
OfHili CTOPOHI.

Onuc. PoxeBsi Kpyr/i ABOONyK/i
TabneTkun, BKpUTI M/1IBKOBOKO
060/10HKOI0, 3 FPaBitoBaHHAM «20» Ha
O[fHili CTOPOHI.

Onuc. PoxeBi 0BalbHI ABOONYKNI
TabneTku, BKPUTI MNIBKOBOHO
060/10HKOH0, 3 rPaBitoBaHHAM «40» Ha
OfHili CTOPOHI.
3MiHU BHECEHO B iHCTPYKL,il0 ANA
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro
3acoby y po3gain "Nlikapcbka chopma"
(OCHOBHI (hi3nKO-XiMiYHi B1ACTUBOCTI).

195.

CAHAOCTATHU
H®

PO3YUH A5t iH'EKLNA,
0,05 mr/1 mn; no 1
M/1 B amnyni; no 5
amnyn B Kopobui 3
KapToHYy

Hosapric
dapma Al

LLiBeiiuapi
A

BMPOBHULTBO 3a
NOBHUM LMK/IOM:
Hosaprtic ®apma
LTeliH AT,
LLisefiuapis
BMNYCK Cepil:
Hosapric
PapmacbioTrKa,
C.A., IcnaHis
BMPOBHULITBO,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Tb SIKOCTI:

Lenbchapm
[lxxoH, ®paHuis

Lseiiuapis/
Icnanis/
PpaHuin

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu | Tuny -
AJMiHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaXEHHS AiSIbHOCTI BUPOGHMKA
(Bktovatoun, 3a HeobXigHOCTI, Micue
NpoBeAEeHHS KOHTPOJIO AKOCTI), abo
B/lacHuka mactep-ctpaiina Ha Adl, abo
noctavanbHuka Adl/BuxigHoro
mMartepiany/peareHTy/npoMiKHOro
NpPOAyKTY, L0 3aCTOCOBYIOTHCS Y
BMPOGHMLTBI AP (KO 3a3HaYeHO y
[0CbE Ha nikapcbkuii 3acib) 3a
BifACYTHOCTI cepTudikara
BiAMNOBIAHOCTI EBponechbkili
thapmakonei y 3aTBepAKeHOMY [0CbeE,
a60 BMPO6GHMKA HOBOI AOMOMIXHOT
PEYOBMHM (SKLLIO 3a3HAYEHO Y [OCLE)

3a
peyenmom

UA/9821/01/01




207

n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Bupo6Huk KpaiHa

BUPOGHUKa

Kpaina
3as1BHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

3MiHa Ha3BW Ta agpecy BUPOGHMKa
A®| okTpeoTnay. BupobHunya
AinbHUUA Ta yci BUpobHuYi onepadii
3aMLLATLCA HE3MIHHMMMK. [itova
pegakuisi: Po3gin 3.2.S.2.1
Bupo6Huk(n): Novartis Ringaskiddy
Limited Ringaskiddy Co. Cork Ireland
MK$A N3: Hosapric PiHrackiggi
Nimitea, IpnaHgis / Novartis
Ringaskiddy Limited, Ireland
MponoHoBaHa pepgakuis: Po3ain
3.2.S.2.1 Bupo6Huk(n): Sterling
Pharma Ringaskiddy Limited
Ringaskiddy Cork, P43 FR63 Ireland
MK$A N3: CtepniHr ®apma PiHrackiggi
Nimiten, IpnaHgisa / Sterling Pharma
Ringaskiddy Limited, Ireland

196.

CAHAOCTATU
H®

PO34UH ANS iH'EKLN,
0,1 mr/1 mn; no 1 mn
B amnyni; no 5
amnysn B Kopobui 3
KapTOHY

Hosapric
®Papma Al

Lseiiuapis/
Icnanis/
PpaHLis

LLiBefiuapi | BMPOGHMLUTBO 3a
A MOBHUM LMK/IOM:
HosapTic ®apma
LTeliH AT,
LLiBeiiuapis
BUMYCK Cepii:
Hosapric
PapmacbioTurKa,
C.A., IcnaHis
BMPOGHMLITBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/b AKOCTI:

[Jenbchapm
[ixoH, ®paHuis

BHECEHHS 3MiH 10 peecTpaLiiiHnX
martepianis: 3miHu | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micus
NPOBaKEeHHSA AiSNIbHOCTI BUPOOHMKa
(BKKOUatOuM, 3a HEOOXiAHOCTI, Micue
NpOBeLEHHSI KOHTPOJIIO SKOCTI), abo
BNlacHuKa macTep-cpaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
mMartepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTHLCS Y
BMPOGHMLTBI AP (SKLLO 3a3HaYEHO y
[0CbE Ha nikapcbkuii 3acib) 3a
BijCYTHOCTI cepTudikata
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei y 3aTBepgKeHOMYy A0CbE,
ab0 BUPOGHVKA HOBOT AOMOMIKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE)
3miHa Ha3BM Ta afgpecu BUPOOHMKa
A®I okTpeoTnay. BupobHuya
AinbHUUA Ta yci BUpobHWYi onepadii
3a/1MWaloTbCA He3MiHHMMU. [itova
pefakuisi: Po3gin 3.2.S.2.1
Bupo6Huk(n): Novartis Ringaskiddy
Limited Ringaskiddy Co. Cork Ireland
MKSA N13: HosapTic PiHrackiagi
Nimitea, Ipnaxgis / Novartis
Ringaskiddy Limited, Ireland

3a
peyenmom

UA/9821/01/02




208

Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
MponoHoBaHa pepakuis: Po3ain
3.2.S.2.1 Bupo6Huk(n): Sterling
Pharma Ringaskiddy Limited
Ringaskiddy Cork, P43 FR63 Ireland
MKSA N3: Crepninr ®apma PiHrackiggi
Niwviten, Ipnaxgis / Sterling Pharma
Ringaskiddy Limited, Ireland
197. | CEBIKAP HCT TabneTkn, BKpUTI 3eHTiBa, K.C. Yecbka [aiui CaHkio HimeuunHa BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX 3a UA/17662/01/01
nNiBKOBOIO Pecny6nik FOpoyn Mm6X MaTepianis: yTOUYHEHHS peyenmom
060/10HKO10, 20 Mr/5 a peecTpauiliHoro Homepa B Hakasi
mr/12,5 wr; no 14 MO3 Ykpainm Ne 1191 Big,
TabneTok y 6nictepi; 09.07.2024 B npoueci
no 2 6nictepay nepepeecTpauii. Pegakuis B Hakasi -
KapTOHHIM nayu; UA/17647/01/01. BipHa pepakuis -
UA/17662/01/01.
198. | CUBYTIH Tabnetkn no 5 wmr, AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHnx 3a UA/6115/01/01
no 10 TabneTok y "KNIBCbKWM "KNIBCbKN martepianis: 3MiHu | TUMy - 3MiHK peyenmom
6nictepi, no 3 BITAMIHHUIA BITAMIHHW Loao 6e3nekn/edpeKTMBHOCTI Ta
6nictepu B nayw, 3ABOL" 3ABO" hapmakoHarnagy (iHwi 3miHn)
OHOB/IEHHA TEKCTY MapKyBaHHs
BTOPVHHOT YNaKoBKM NiKapCbKoro
3acoby, a came: Ay6/10BaHHS TEKCTY
AHIICbKOK MOBOIO, a TakoX y Mm.17.
IHWE popaHo iHhopmauito npo
N0roTUN 3asBHUKA. TePMiH BBELEHHS
3MiH NpOTArom 6 MicsiyiB micns
3aTBEPAKEHHSA
199. | CMHEKOA Kpanni opasibHi gns XaneoH KX LBeliuapi | Bupo6HULTBO 3a | LUBeiiuapis BHECEHHS 3MiH 10 peecTpavLiiHnx 6es He nionsieae UA/5260/02/01
aiten, 5 mr/mn; no CAP/1 A NMOBHUM LMK/IOM: mMarepianis: 3miHu | Tuny - 3miHn peyenmom
20 Mn y donakoHi 3 XaneoH KX oo 6e3sneku/edpekTMBHOCTI Ta
KpanesbHULEH i C.a.p.n. thapmakoHarnagy (iHwi 3MiH1) 3MiHK
KpULLKOIO; Mo 1 BHECEHI B iHCTPYKLIit0 419 MEANYHOrO
chnakoHy y 3aCcTOCyBaHHSA Nikapcbkoro 3acoby
KapTOHHi Kopoo6Lli 00 NPUBEAEHHS HA3BU PO3ainy
«MicLe3HaxomKeHHs1 BUPOOHMKa Ta
afpeca MicLs NpoBafpKeHHs oro
LiSiNbHOCTI» Y BiANOBIAHICTL 3
JopaTtkom 18 Mopsaky. BBegeHHA
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.
200. | CONEKC® Tabnetku no 100 mr; | PiBodpapm CA | Lseiiyapi PiBochapm CA LLiBefiuapis BHECEHHS 3MiH [0 peecTpavLiiiHX 3a UA/14312/01/02
no 10 TabneTtok y A mMartepianis: BUNPaBIEHO TEXHIYHY peyenmom

6nictepi; no 3
6nictepu y
KapTOHHI KOopoo6Lli

NOMWSIKY B IHCTPYKLiT 4719 MEANYHOrO
3aCTOCYBaHHS liKapCbKoro 3acoby, a
came y Ha3Bi flikapcbKoro 3acoby
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
3a3HaueHiii aHrNiNCcbKO MOBOH):
3ATBEPPKEHO: COJIEKC®
(SOLEX®) 3AMPOMNOHOBAHO:
COJIEKC® (SOLEX)
201. | CONIEKC® Tabnetku no 200 mr; | PiBodpapm CA | Llseiiuapi Pisochapm CA LLisefuapis BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/14312/01/03
no 10 TabneTok y A mMartepianis: BUNPaBNEHO TEXHIYHY peyenmom
6nictepi; no 3 NOMWJIKY B IHCTPYKLT 418 MeguyHoro
6nictepn y 3acTocyBaHHSA NikapcbKkoro 3acoby, a
KapTOHHI KopooLi came y Ha3Bi NikapCcbKoro 3acoby
3a3HauyeHiii aHrNiNCcbKO MOBOH):
3ATBEP)KEHO: COJIEKC®
(SOLEX®) 3AMPOMNOHOBAHO:
COJIEKC® (SOLEX)
202. | COJIEKC® TabneTkn, BKpUTI Pisochapm CA | LUBeliyapi PiBocpapm CA LLIBeliyapis BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX 3a UA/14312/01/01
NnNiBKOBOKO A mMartepianis: BUNPaBIEHO TEXHIYHY peyenmom
060/10HKOt0, No 400 NOMWJIKY B IHCTPYKLIT 4719 MEeANYHOro
Mr no 10 Tabnetok y 3aCTOCYBaHHS JliKapCbKoro 3acoby, a
6nictepi; no 3 came y Ha3Bi NikapCcbKoro 3acoby
6nictepn y 3a3HauyeHiil aHrNiNCcbKO MOBOH):
KapTOHHI KOpOOL; 3ATBEP)KEHO: COJ/IEKC®
(SOLEX®) 3AMPOMNOHOBAHO:
COJNNEKC® (SOLEX)
203. | CTPEC-TPAH rpaHym no 10 r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiHnX 6e3 nionsizae UA/3829/01/01
rpaHyn y neHani «HaujioHanbHa «HaujoHasibHa martepianis: 3MiHu | TMny - 3MiHK 3 peyenma
nonimepHomy; no 1 FomeonatunyH [omeonatnyHa sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
neHany B nauui 3 a Cninka» Cninka» Cucrtema

KapToHy abono 5 r
rpaHyn y KoHTeliHepi
3 [J03yBaHHAM; No 2
KOHTEHEpU B nauLi
3 KapTOHY

KOHTeliHep/3aKynopoBasibHKiA 3aci6.
3MiHa y NepBUHHIlA ynakoBLji rOTOBOrO
nikapcbKoro 3acoby (Tvn KoHTelHepa
abo fgofaBaHHA HOBOrO KOHTelHepa) -

TBepaj, M'sKi Ta HecTepubHI piaki
nikapcbki popmu. CynyTHS 3MiHa-
3MiHu 3 siKoCTi. FOoTOBMIA NiKapCbKuii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTUMmX
MEX rOTOBOr0 NiKapCbKoro 3acoby
(monoBHeHHSA cneuudikavii HOBUM
NOKa3HUKOM 3 BiANOBIAHUM METOAOM
BUNPOBYBaHHS) - BBEAEHHS
[,04aTKOBOI YNakoBKK, a came
KOHTelHep 3 Ao3yBaHHAM MO 5T, 3
BHECEHHSM BiAMNOBIAHWX 3MiH [0 p.
«YnakoBka» Ta [ONOBHEHHS
cneumdikauii N3 n. «<Maca BmicTy
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Howmep

n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

peecmpayjiliHo2o
nocBi04Y€eHHs1

YNaKoBKU: KOHTEeAHepW 3 A03yBaHHAM
no 5 r» 3 BignoBigHM MeToA0M
BMNPOGYBaHHA. 3MiHV BHECEHO B

IHCTPYKLUilO 4N MeguyHoro
3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao
po3giny "YnakoBka" y 3B's3Ky 3
BBEZlEHHAM [04aTKOBOI NepBUHHOI
yNakoBKM (KOHTEHEP 3 A03yBaHHAM
no 5r) Ta sk HacnifoK - BignoBigHi
3MiHM BHECEHO A0 po3ziny "Cnocié
3acTocyBaHHsA Ta Ao03n" (qogasBaHHs
aIropyTMy 3acTOCYBaHHS) 3rifHoO 3
maTepianamy peecTpaLiiHoro Aocbe.
BBefeHo TekCT MapkyBaHHS A5
BiANOBIAHOrO A03yBaHHA Ha 51
(nepBrHHa Ta BTOPUHHA YNakoBKK
nikapcbKoro 3acoby). 3minu | Tuny -
3MiHu 3 sKoCTi. FOoTOBMIA NiKapCbKNii
3aci6. Cucrema
KOHTeliHep/3aKkynoptoBasnbHuii 3aci6.
3MiHa po3mipy ynakoBKv roToBOro
NiKapcbKoro 3acoby (3MiHa KisibKoCTi
OAMHMLb (Hanpuknag TabneTok,
amnyn TOLL0) B yMakoBLi:) - 3miHa
nosa fjianasoHoM 3aTBEPAKEHNX
PO3MIpiB YNakoBKM — Y 3B'A3KY 3
BBEZIEHHAM [04aTKOBOI NEePBUHHOI
yNakoBKN (KOHTelHep 3 [03yBaHHAM,
no 5 r), 3MIHIOETBLCSA KiNbKICTb OANHULb
y BTOPWHHII ynakoBLi. ¥ navui 3
KapToHy 6yfie no 2 koHTeliHepw 3
[03yBaHHAM. 3arasibHa KilbKicTb
NiKapcbKoro 3aco6by y BTOPUHHIi
ynakoBLi (10 r) — He 3MIHI0ETbCA 3MiHU
BHECEHI B iHCTPYKLIit0 A1 MEANYHOrO
3aCTOCyBaHHSA fikapcbkoro 3acoby Ao
po3ainy "YnakoBka" y 3B's13ky 3
[04aBaHHAM HOBOI YNakoBKU -
KOHTeliHepa (3MiHa KiNlbKOCTi 0ANHNLb
BTOPWHHOI yNnakoBku). BianosigHi
3MiHVM BHECEHO B TEKCT MapKyBaHHS
YNaKoBKM NiKapCbKOro 3acooby.

He nionsicae

UA/1238/02/01

204.

TABErIN

Tabnetkn no 1 mr;
no 20 TabneTok y
6nictepi; no 1

CTALA
ApuHaiimitren

HimeyuuH
a

b Al

XAJIEOH
ANKANA, C.A.

IcnaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu | Tuny -
AOMIHICTpaTMBHI 3MiHX. 3MiHa

6e3
peyenma
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

6nictepy B
KapTOHHIM nayui

HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYyCKy cepii abo micue
NPOBEeEHHA KOHTPOJIIO SIKOCTI.
(aisnbHICTb, 3a AKy BigNOBILaE
BMPOGHUK/iIMNOPTEP, BKIKOYAKOUM
BWMYCK cepiii) 3mMiHa HaliMeHyBaHHS Ta
afipecy MicLs NPOBaKEHHS
AiSNIbHOCTI BUPOOHMKA roTOBOro
nikapcbKoro 3acoby, BKIoUaun
AOinbHULIO BUNYCKY cepii. 3MiHN
BHECEHO B iHCTPYKL,i0 4515 MEANYHOrO
3aCTOCYyBaHHSA Nikapcbkoro 3acoby y
po3ainu "BupobHuk",
"MicLe3HaxomkeHHs BUPOGHMKa Ta
ajpeca MicLs NpoBaXeHHs Moro
LisinbHOCTI" 3 BiANOBIAHNMY 3MiHAMY B
TEKCTi MapKyBaHHS yNakoBOK. TepMiH
BBE/EHHS 3MiH MPOTAroM 6 MicauiB
nicns 3aTBepKeHHs.

205.

TATPICCO

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, Nno 40
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHI Kopoo6Li

AcTpa3eHeka
AB

LLsewis

BMPOBHULITBO,
KOHTPO/b AKOCTI,
BMNYCK cepil,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs:
AcTpa3eHeka
AB

Lseuis

BHECEHHS 3MiH [0 peecTpaLiiiHnX
marepianis: 3miHu Il Tuny - 3MiHn
oo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpPOTKili
XapakTepucTuL, Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS y 3B'A3KY i3
HOBVMW JaHUMU 3 AKOCTI,
OOKNIHIYHUMUY, KNIHIYHUMW faHUMK Ta
OaHumy 3 hapmakoHarnsagy - 3miHu
BHECEHO [0 IHCTPYKLi 419 MeANYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao
po3giny "®apmMakonoriyHi
BnactusocTi" ("®PapmakogmnHamika")
BIANOBIAHO A0 MaTepianis
pPeeCTpavLiiHOro AOCbE, a TakoX
pefaroBaHo iHopmaLito y TeKCTi
po3ginis "®apmakoguHamika',
"dapmakokiHeTuka", "Cnocib
3acTocyBaHHA Ta A03un". OHOBNEHO
MnaH ynpaBniHHA pusmkammn o Bepcii
15.2 BBefeHHS 3MiH NpoTArom 6-Tu
MicsUiB NMicnsa 3aTtBepmKeHHsA. 3MiHm I

3a
peuerimom

He nionsizae

UA/16232/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
My - 3MiHK WoA0
6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapakTepucTuL Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B’A3KY i3
HOBUMM JaHUMU 3 AKOCTI,
OOK/TIHIYHUMK, KAIHIYHUMY AaHUMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHn
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby Ao
po3gainy "Mo6iyHi peakuii" BigNoBigHO
[0 matepianiB peecTpauiiiHoro focChe.
BBefeHHs 3MiH NpoTArom 6-Tm Micauis
nicns 3aTBepKeHHs.
206. | TArPiCCO TabneTkn, BKpUTI AcTpa3eHeka Llseuis BMPOBHULITBO, LLseuLis BHECEHHS 3MiH [10 peecTpaLjiiiHnx 3a He niidnsieae UA/16232/01/02
nAiBKOBOO Ab KOHTPO/Ib SKOCTI, marepianis: 3miHu Il Tuny - 3miHn peyenmom
060/10HKOI0, Mo 80 BMNYCK Cepil, Loao 6e3nekn/edpeKTMBHOCTI Ta
mr; no 10 TabneTok nepBrHHE Ta thapmakoHarnsgy. 3MiH1 y KOpoTkili
y 6nicTepi; no 3 BTOPWHHE XapakTepucTuLi Nikapcbkoro 3acooby,
6nictepu y nakyBaHHs: TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
KapTOHHIA KOpoo6Li AcTpa3eHeka MeAMYHOro 3aCTOCYBaHHSA Yy 3B'A3KY i3
Ab HOBVMW JaHUMU 3 SIKOCTI,

OOKMIHIYHUMM, KNIHIYHMY JaHUMK Ta
AaHumy 3 hapmakoHarnsagy - 3miHu
BHECEHO [0 iHCTPYKLi 415 MegnyHoro
3aCTOCyBaHHSA fikapcbkoro 3acoby Ao
po3giny "®apmMakonorivHi
BnactmsocTi" ("®apmakognHamika')
BiAMNOBIAHO 4O MaTepianis
peecTpaLiiHoro AoCbe, a Takox
pefaroBaHo iHhopmaLito y TeKCTi
po3ginis "®apmakoguHamika”,
"®apmakokiHeTuka", "Cnoci6
3acTocyBaHHsA Ta A03un". OHOBNEHO
MnaH ynpasniHHA pu3nkamun Ao Bepcii
15.2 BBegeHHS 3MiH NpOTAroM 6-Tn
MiCALIB MiCNA 3aTBEPAXEHHS. 3MiHu |l
TMny - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpPOTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS y 3B'A3KY i3
HOBVMW JaHUMU 3 AKOCTI,
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep

n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o

3acoby ynakosKa) nocBi04Y€eHHs1
LOKNIHIYHUMUA, KNIHIYHUMU faHUMK Ta
OaHumy 3 hapmakoHarnsagy - 3miHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby Ao
po3gainy "Mo6iyHi peakwyii" BigNoBigHO
[0 matepianiB peecTpauiiiHoro foChe.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKEHHS.

207. | TAMrOBAK NOpPOLLOK A/1A TOB «BYCT YkpaiHa BMPOGHMLTBO ITania/ BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/20435/01/01
pPO34mnHy Ansa DPAPMA» roToBoil IcnaHis mMaTtepianis: BUNPaBIEHO TEXHIYHY peyenmom
iHchysii no 50 mr, no nikapcbKoi NMOMWIKY Y TEKCTi MapKyBaHHS
50 Mr y donakoHi; no dhopmu, BTOPWHHOI YNaKOBKY JiKapCbKOro
1 chnakoHy y nauui nepBrHHa Ta 3aco6by n.1. "Ha3sa nikapcbkoro

BTOPUHHA 3acoby": 3BATBEPI)KEHO:
YNaKoBKa, TAVWTOBAK
KOHTPO/b cepii: TYGOBAC
Xikma Itanisa TavireynkniH
C.n.A., Itanis; tigecycline
BMNYCK cepil: 3AIMPOINOHOBAHO:
FaneHikym Xenc TAVMTOBAK
C.J1Y., IcnaHis; TAYGOBAC
BTOPUHHA TanreynkniH
ynakoBKa, tigecycline
KOHTPO/b cepii
(chisuko-
XimiuHuin): CAI
MAHY®AKTYPI
HI, CY,
IcnaHis;
KOHTPO/b cepii
(chisuko-
XiMiYHWIA):
Kimoc, C.J11.,
Icnanis;
KOHTpPO/b cepii
(chisuko-
XiMiYHW Ta
MiKpo6ionoriyHu
n):
HeTtdpapmanab
KoHcanTiHr
Cepgalices,
Icnanis;

KOHTpPO/b cepii
(MiKpo6ionoriyHm
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
i): €BpodpiHC
Biodhapma
MpopakT TecTiHr
Cneiin C.J1.Y,
Icnanis
208. | TAWION®EH® | nopouwok Ans HOBEN INAY TypeyuunH HOBE/ INAY TypeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHnX 6e3 niosnsieae UA/10897/01/01
XOT 0pasIbHOro PO3UKHY; CAHAI BE a CAHAI BE marepianis: 3miHun | Tuny - 3MiHu peyenma
no 20 r NopoLuky B TIOIKAPET TII>KAPET A.LL. LoAo 6e3snekn/edpeKTBHOCTI Ta
naketi; no 20 r A.LL. thapmakoHarnsgy. 3miHa y KopoTkili
NOPOLLKY B NakeTi; XapakTepucTuL nikapcbkoro 3acoby,
no 6 abo 12 naketis TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
Y KapTOHHiIl MeAMYHOro 3acTocyBaHHA Ha nigcrasi
ynakoBLi perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBeAeHVX BifnoBigHO A0 naHy
negiatpuyHux gocnigxexn (PIP)
(3MiHY y3rof>K€HO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHV BHECEHO B iHCTPYKL,it0 oNs
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro
3acoby Ao po3zinis "B3aemogis 3
iHLIMMKM NikapcbkMKn 3acobamu Ta
iHWIi BUAn B3aemogjit" Ta
"Oco6/11MBOCTi 3aCTOCYBaHHA"
BiANOBIAHO [0 OHOBMEHOT iHchopmaLlii
oo 6e3neku 3acTocyBaHHA Aitouoi
PeYOoBMHM 3riHO 3 pekoMeHAaLlieo
PRAC. TepmiH BBEAEHHS 3MiH -
NpoTArom 6 Micsuis nicns
3aTBEPKEHHS.
209. | TENMICAPTAH | Ta6netku no 80 mr; TOB «TeBa YKpaina [MepBMHHA Ta YropwmHa/ BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX 3a UA/14020/01/01
-TEBA no 7 TabneTok y YkpaiHa» BTOPWHHA IHais mMaTtepianis: 3miHu | TUNY - 3MiHK 3 peuyenmom
6nictepi; no 4 ynakoBKa, sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
6icTepn B KOPOOLL [03BiN Ha KOHTPO/1b FOTOBOrO NiKapcbkoro
BUWMYCK Cepiii: 3acoby. 3miHa napameTpiB
AT cneuudikauii Ta/abo AonycTUMUX
dapmaueBTUYHN MeX roTOBOro /likapCbKoro 3acoby
 3aBof TeBa, (BMNYyYEHHS1 HE3HAYHOTO NOKa3HMKa
YropuvHa (Hanpuknag, 3acTapifioro nokasHuka,
Bnpo6H1LUTBO TaKoro siK 3anax Ta cmak, abo
Hepo3dacoBaHo iieHTdiKaLis 6apBHUKIB YN CMAKOBUX
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
T npoAyku;i, [06aB0oK)) Buny4yeHHs BunpobyBaHHS
nepBuHHa Ta Ha AinvMicTb TabneTkm 3i
BTOPUHHA cneumdikauii Ha BUNyCK Ta TEPMiH
ynakoBKa: npugatHocTi MN3 y BignosigHOCTI A0
MapkcaHc pekomeHpgauin EMEA Q&A Part 1
dapwma /74., European Pharmacopeia -
IHais Monographs on Tablets BeeaeHHs
3MiH NpOTArom 6-Tn MicauiB 3 gatn
3aTBEPMAKEHHS.
210. | TUrAUMN NOPOLLOK A/1A Mdpaiizep CWA BUPOBHULTBO ITania BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a UA/12347/01/01
pOo3UnHYy AN Eiy.Ci.Mi. npoaykuii in marepianis: 3miHu | Tuny - 3miHn peyenmom
iHcpysiii no 50 mr; 10 KopnopeiiwH bulk, nepsuHHe Loao 6e3nekn/edpeKTMBHOCTI Ta
dhnakoHiB 3 nakyBaHHs, hapmakoHarnsay (iHwi 3miHn) 3MiHu
MOPOLLKOM Y fauLi 3 KOHTPO/Ib SIKOCTi: BHECEHI B TEKCT MapKyBaHHs
KapTOHY MateoH ITania BTOPVHHOT ynakoBku B n. 1. «<HA3BA
C.n.A., Itanis NNIKAPCBKOI'O 3ACOBY», n. 5.
BMPOGHMLTBO «CMNOCIBb TA WIAX BBEAEHHA»,
npoaykuii in n.14. «<KATEFOPIA BIAMYCKY».
bulk, nepsuHHe TakoX BHECEHO YTOYHEHHS LLLOA0
Ta BTOPUHHE NoroTvny 3asiBHUKa B TEKCT
nakyBaHHs, MapKyBaHHS NMepBUHHOT Ta BTOPUHHOT
KOHTPO/b AKOCTI YyNakoBOK y po3ain «IHLWE». TepmiH
Ta BUNycK cepii: BBEAEHHSA 3MiH MPOTAroM 9 micauis
Baet Jlepepne nicnsa 3aTBepAXeHHs
C.p.J1., Itanisa
[ocnigxeHHs
CTEepWsIbHOCTI:
KOpodiHc -
Baiionab C.p.n.,
ITanis
211. | TIAPA TPIO® TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux 3a He niidnsieae UA/15069/01/01
NNiBKOBOKO "bapmaueBTn "dapmaueBTUYH MaTtepianis: 3miHu | Tuny - 3MiHn peyenmom
060/10HKOI0, Mo 10 YyHa hipma a hipma Loao 6e3nekn/edpeKTMBHOCTI Ta
mr/12,5 mr/160 wr; "AapHuus” "AapHnus” chapmakoHarnsgy. 3miHa y KopoTkili

no 7 Tabnetok y
KOHTYPpHili
YapyHKOBIli
ynakoBLij; no 2 Ta no
4 KOHTYpHI
YapyHKOBi YNakoBKu
B Mauuj; no 14
TabneTok y
KOHTYpHIli
YapyHKOBIlA
ynakosui; no 1, no 2

XapaKTepucTULi NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeaUYHOro 3acTocyBaHHA Ha niacTaBi
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3neku 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IKEHD,
NnpoBeAEeHVX BigMnoBigHO 40 MiaHy
negiatpuyHnx gocnimkexs (PIP)
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
ab0 6 KOHTYpHUX (3MiHY Y3ro)keHO 3 KOMMNETEHTHUM
YapyHKOBUX YNOBHOB&XEHVM OpraHom) - 3MiHu
yNakoBOK B naulLli BHECEHO B iHCTPYKL,t0 415 MEAUYHOIO
3aCTOCyBaHHSA fikapcbkoro 3acoby Ao
po3giny "lMepefo3ysaHHa" BigNoBigHO
[0 OHOBJIEHOT iHGhopMaLi Woao
6e3nekn 3aCToCyBaHHs Ajto4oi
PEeYOBUHM 3riAHO 3 peKoMeHAaL i€
PRAC. BBeeHHSs! 3MiH NpoTArom 6-Tu
MicsILiB Micns 3aTBEPKEHHS.
212. | TIAPA TPIO® TabneTkn, BKpUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX 3a He niidnsieae UA/15070/01/01
NnNiBKOBOKO "papmaneBTn "®apmMaueBTUYH mMatepianis: 3miHu | Tuny - 3MiHn peyenmom
060/10HKOHD, M0 5 yHa hipma a thipma oo 6e3snekun/edpekTMBHOCTI Ta
mr/12,5 mr/160 wr; "fapHuus” "AapHnus” thapmakoHarnsgy. 3miHa y KopoTkili
no 7 Tabnetok y XapakTepucTuLi Nikapcbkoro 3acoby,
KOHTYPHiIli TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
YapyHKOBIli MeJMYHOro 3acTOoCyBaHHS Ha nigcTasi
ynakosLi; no 2 Ta no perynsipHo OHOBJIOBAHOTO 3BITY 3
4 KOHTYpHI 6e3nekun nikapcbkoro 3acoby, abo
YapyHKOBI YNakoBKu AocnigpKeHb 3 6e3mnekn 3acTocyBaHHS
B nauuyj; no 14 nikapcbKoro 3acoby B
Tabnetok y nicnsipeecTpadiiHuii nepiog, abo sk
KOHTYPHIl pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
YapyHKOBIli npoBeAeHVX BifnoBigHO 40 naHy
ynakosLi; no 1, no 2 neaiatpuyHux gocnipxkeHs (PIP)
a60 6 KOHTYPHYX (3MiHY Y3rogkKeHo 3 KOMNEeTEHTHUM
YapyHKOBUX YNOBHOB&XXEHUM OpraHoMm) - 3miHu
yNakoBOK B nauLy BHECEHO B iHCTPYKLitO0 4151 MELUYHOIO
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ainy "Mepefo3yBaHHA" BiANOBIAHO
[0 OHOBNEHOI iHGhopMaLil LWoao
6e3nekn 3acTocyBaHHSA fitouoil
PeYOoBWHM 3riHO 3 pekoMeHAaLliEe
PRAC. BBefeHHS 3MiH NpoTArom 6-1m
MiCALIB MiCNs 3aTBEPKEHHS.
213. | PEPPYM NIEK PO3YUH NS iH'EKLN, CaHpo3 CnoBeHis Nex CnoBeHis BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/9347/01/01
100 mr/2 mn; no 2 dapmacsbioTika dPapmaLeBTUYHa marepianis: 3miHu | Tuny - peyenmom
M/1 B amnyni; no 5 n3 a.Aa. KOMMaHisi 4.4, AAMIHICTpaTVBHI 3MiHW. BuyyeHHs

amnyn y 6nictepi; no
1 6nictepy y
KapTOHHI kKOpooLyj;
no 2 mn B amny/ii;
no 10 amnyny
6nictepi; no 5
6nictepiB y

BMPOGHNYOI AinbHUL (BKIHOYAKUN
AinbHuui Ana A®l, npoMixxHoro
npoAaykTy abo roToBOro /ikapCbKoro
3aco6y, AiNbHULI 4718 NPOBEAEHHS
nakyBaHHs, BUPOGHMKA,
BiAMOBIAa/ILHOTO 3a BUMYCK Cepil,
Micue NpoBeAEHHSA KOHTPOAO cepil)
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

KapTOHHIA Kopoo6Li

ab0o noctavyasibHUKa BUXIQHOIO
martepiany, peareHTty abo fOMOMKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCHE)
BunyueHHs Bupo6HuKa A®I-Vifor
(International) Inc., Switzerland.
3aMWaETbCA 3aTBEPAKEHNI
BUpo6HUK API-Zhejiang Apeloa
Jiayuan Pharmaceutical Co., Ltd.,
China.

214.

®IPYJ1IH 10000

Kancysnu Teepai 3
racTpope3nCTEHTHN
MU rpaHynamu no
150 mr; no 10
Kancyny énictepi,
no 2 a6o no 10
6nictepiB y
KapTOHHI ynakosLi

TOB
"I'nepthapm
nTor

YkpaiHa

KYCYM
XEMTXKEP MBT
nTp

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu | Tuny - 3miHu 3
[KocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHa po3mipy
cepii (BK/ItOYaKOUM gianasoH po3mipy
cepii) roToBOro Nikapcbkoro 3acoby
(36inbLeHHs A0 10 pasiB NOPIBHAHO i3
3aTBEPKEHUM PO3MiIPOM)
36inbLIeHHs po3mipy cepii N3 go 10
pasiB (BBe4EHHS OAATKOBOr0 po3Mipy
cepii 1000 000 kancyn), y 3B'13Ky 3
ONTUMI3aLLiE0 BUKOPUCTAHHSA
o61agHaHHA NPy BUPOGHULLTBI
roToBOro fikapcbKoro 3acoby (6e3
3MiHV TeXHO/Orii BUPOGHMLTBA Ta
NPOMUCNOBOr0 0618 HaHHS).
3arBepaKeHo
Po3wmip cepii 400 000 kancyn
Ne10 kanc. no 2 6nictepu — 20 000 yn.

Ne10 kanc. no 10 6nictepis — 4000 yn.
3anponoHoBaHo
Po3wmip cepii 400 000 kancyn
Ne10 kanc. no 2 6nictepu — 20 000 yn.

Ne10 kanc. no 10 6nictepis — 4000 yn.
Po3mip cepii 1000 000 kancyn
Ne10 kanc. no 2 6nictepu — 50 000 yn.

Ne10 kanc. no 10 6nicTtepis — 10 000
yn.

6e3
peyenma

UA/20188/01/01

215.

DNTYBPIKC®

NbOASHUKM No 8,75
Mr no 8 a6o 12
NbOASAHUKIB Y
6nictepi; no 2
6nicTepun y nayui 3

AT "dapmak”

YkpaiHa

KoHTposb cepiii:
IHPAPMEN],
C.J1., IcnaHis

KoHTposb cepii:

Icnanis

BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX
mMartepianis: 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu micus
NPOBaAKEHHS AiSNbHOCTI

6e3
peyenma

UA/17885/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
KapToHYy NABOPATOPIO BMpO6HMKa/iMnopTepa rotoBoro
EUIBAPHE, niKkapcbKoro 3acoby, BKIYaum
C.A., IcnaHis OinbHULI BUMYyCKy cepii abo micue
NpOBeeHHA KOHTPOJIKO SIKOCTI.
Brpo6HMuTBO (misnbHiCcTb, 3a AKy BigNoBifae
roToBOI BMPOGHMK/IMNOpTEp, He BK/Yaum
npoayKuii, BUMNYCK cepiii). TepMiH BBEAEHHS 3MiH
BUMYCK Cepii, - NnpoTarom 6 micsAuiB nicns
nepBuHHe Ta 3aTBEPAKEHHS.
BTOPVHHE
naxyBaHHs:
Nosi'c
dapmacboTuKan
3 C.J1., Icnanis
216. | ®PTYKOHA30N Kancynu no 50 mr, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHnx 3a He UA/9065/01/01
no 7 a6o 10 kancyn "AcTpadcapm” "AcTpadchapm” martepianis: yTOUHEHHS1 HaNnUCaHHsA peyernmom nionsieae

y 6nicTepi, mo 1
6nictepy B kOpobL;i 3
KapToHYy

cTaTycy peknamyBaHHA B Hakasi
MO3 YkpaiHu Ne 1191 Bipg,
09.07.2024 B npoLieci BHECEHHSA
3MiH (3MiHuK | TUNY - 3MiHK WoA0
6e3nekun/edhekTVBHOCTI Ta
hapMakoHarnsgy. 3miHa y KopoTkin
xapakTepucTuLj Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAUYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
niKapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BiTy 3 AOC/IHKEHD,
npoBeAeHVX BifnoBigHO 40 niaHy
neaiatpuyHux gocnipkeHs (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpraHoM) 3miHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3giny "3acTtocyBaHHSA y nepiof
BariTHOCTi abo rogyBaHHA rpyaa”
BiANOBIAHO [0 OHOBMEHOT iHchopmaLlii
oo 6e3neku 3acTocyBaHHA Aitouoi
peyoBuHM). Pefakuis B Hakasi -
BiACyTHI. BipHa pegakuis - He

nignarae.
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

217.

DJTYKOHA3O0N

Kancynu no 150 wr;
no 1 kancyni B
6nicTepi; no 1 abo
no 2, abo no 3, abo
no 4 6nictepn y
KOpOO6Lii 3 KapTOHY

TOB
"AcTpadcapm”

YkpaiHa

TOB
"AcTpadcapm"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianiB: yTOYHEHHA HanucaHHsA
cTaTycy peknamyBaHHA B Hakasi
MO3 YkpaiHu Ne 1191 Bipg,
09.07.2024 B npoueci BHECEHHSA
3MiH (3miHu | TMny - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpuyHux gocnipxkeHsb (PIP)
(3MiHY Y3rof)keHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVM OpraHoM) 3MiHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao
po3giny "3actocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHA rpyaa”
BiANOBIAHO [0 OHOBMEHOT iHchopmaLlii
oo 6e3neku 3acTocyBaHHA Aitouoi
peyoBuHM). Pefakuis B Hakasi -
BiACYTHI. BipHa pegakuis - He
nignsarae.

Ne 1 — 6e3
peuyenma,
Ne 2; Ne 3;
Ne 4 — 3a
peyenmom

He
nionsizae

UA/9065/01/03

218.

XAPTUN® - AM

kancynu no 5 mr/10
Mr M0 7 Kancyny
6nictepi; no 4
6nictepn abo no 8
6nictepiB y
KapTOHHI ynakoBL;
no 10 kancyny
6nictepi; no 3 abo
no 9 6nictepiB y
KapTOHHI ynakoBLi

3AT
PapmaLeBTny
HWiA 3aBO
EriC

YropLmHa

3AT
PapmaueBTUUHN
1 3aBog ElC

YropLmHa

BHECEHHS 3MiH [10 peecTpaLjiiiHnux
marepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOBHUYOT AiNbHULI (BKNHOYaOUn
AinbHuui 4na A®l, npoMixHoro
npoaykTy abo roToBoro NikapCbKoro
3aco6by, AiNbHUL A8 NPOBEAEHHS
nakyBaHHs, BUPOGHMKa,
BiANOBiAaNLHOrO 3a BUNYCK Cepiid,
MicLle NPOBeAEHHS KOHTPO/IIO cepil)
ab0o noctavasnibHVKa BUXIAHOMO
marepiany, peareHTy abo AONOMiXHOT
PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCHE)
BWYYEHHS OAHOrO i3 3aTBEPAKEHNX
BMPOGHUKIB A1il0401 peyoBMHU

3a
peyenmom

UA/13636/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
amnoguniHy 6ecunarty - Hetero Drugs

Limited (3atBepgxeHo: 3A0
dapmaueBTuyHNii 3aBog IrNC,
Benrpua, HETERO DRUGS LIMITED,
MHaus; 3anponoHosaHo: 3AT
dapmaueBTnyHNiA 3aBog ETC,
YropwmHa). 3miHn | Tuny - 3miHn 3
akocTi. A®l. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiZHWA/NPOMIKHWIA
NpoAyKT/peareHT, Wwo
BVKOPVCTOBYIOTHCA Y MPOLECI
BMpo6HMLUTBa ADI (fogaBaHHs abo
3aMiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6iONOriYHOTO abo
iMYHO/TOMYHOTO MOXOZPKEHHST)
napameTpa crneuudikadii 3
BiANOBIAHUM METOA0M BUNPOBYBaHHSA
3a pesynbrataMu JOC/iIKeHb 3
6e3nekn abo AKOCTI) - 3MiHa KpuTepiis
NPUAHATHOCTI BU3HAYEHHS PO3N0Ainy
YyacTuHokK 3a po3mipoMm (PSD) y
crneundikavii Airo4oi peyoBrHU
amnoguniHy 6ecvunarty. 3aTBepaKeHo:
Particle Size Distribution - d90: NMT
150 um 3anponoHoBaHo: Particle Size
Distribution d50: 45-110 um. 3minu |
TUMy - 3MiHK 3 AKOCTi. F0TOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHW Y npoLeci
BMPOGHMLITBA FOTOBOrO J1iKapCbKOro
3ac06y, BK/IHOYAKYM NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BUPOBHMLTBI rTOTOBOrO NiKapCbKOro
3ac06y (He3HayHa 3MiHa y npoLeci
BMPOGHULTBA) - HE3HAYHA 3MiHA Y
npoueci BupobHuuTBa /13, a came
BBEAEHO ONTNMI30BaHy TEXHOOTiI0
BUrOTOB/IEHHS rPaHyNsaTy paminpuny.
[ns rpaHynsuii 3 BUCOKO LUBUAKICTIO
3CYBY BVMKOPVCTOBYIOTb 3MEHLLEHY
KiNIbKICTb rpaHynsLiniHoOro po3yunHy
(2x6 ). 3arasibHa KiNbKiCTb
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
rpaHynsLiiHOro po3ynHy He

3miHunack. Lientonosy
MIKpOKpUCTaiyHy 415 romoreHizauii Il
NPOCitoKTb Y KOHTEWHEp i3
Hepxasitouoi cTauli.
3MiHu 3 sKocTi. FOoTOBMIA NiKapCbKNii
3aci6. KOHTpOosib AONOMDKHUX
peyoBuH. 3amiHa pxepena
ofilep>XXaHHs AONOMIKHOT pevyoBUHY abo
peaxTuBy, L0 CTAaHOBUTb PU3NK
nepegadi 36yHukis 'E (iHWi 3MiHN)
3amiHa BUPOOHUKa [OMOMDKHOI
PEYOBVHM LIeN0103M
MiKPOKPUCTaiYHOI, CKiTbKN
3aTBEPAKEHVI BUPOOHWK NPUNUHNB
rnocTayaHHsi AONOMIKHOT pe4yoBUHY
BMPOGHUKY [13. 3MiHK | Tvny - 3miHn 3
AKocTi. [0TOBWiA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NikapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOTO /iKapCbKOro
3acoby (He3HauHa 3miHa y
3aTBEPMKEHUX MeToAax
BMNPO6YBaHHS) HE3HAUHI pefaKLiiiHi
3MiHM B METO/i KOHTPO/IIO 3a
NOKa3HWKOM «Onunc Karncyn».
Mepeknag Ha yKpaiHCbKy MOBY. 3MiHM
| TNy - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpOb roToBoro
nikapcbkoro 3acoby. 3miHa y MeToaax
BUMPOOYBaHHA rOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BUMNPOOYBaHHA) BHECEHHSI HE3HAYHNX
pefakuinHux 3miH B cneuudikauiio Ta
MeTOZ, KOHTPOo0 /13 3a NOKa3HNKOM
«Onunc BMICTY Kancynu», y
BIANOBIAHOCTI O OPUTiHA/IbHUX
mMarepianis BUpobHuka. Mepeknag Ha
yKpaiHCbKy MOBY. 3MiHM | TUNY - 3MiHN
3 AKOCTi. F0TOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO NiKapPCbKOro

3aco6y (He3HayHa 3miHa y
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

3aTBEPAKEHNX METOAAX
BMNPOOYBaHHSA) BHECEHHS HE3HAYHUX
pefakuifiHux 3miH B cnewuudikauiio Ta
MeTo/, KOHTPo0 /13 3a NoKasHNKOM
«Konip BMicTy kancynm» Ta «3anax
BMICTY Karncynu» y BifgnoBigHOCTi 40
opuvriHaIbHUX MaTepiasiiB BUPOOHUKA.
Mepeknag Ha yKpaiHCbKy MOBY.
3MiHu | TUny - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BUMPOOYBaHHA rOTOBOTO /liKapCbKOro
3aco6y (iHWi 3MiHK y MeTodax
BMNpoGyBaHb (BK/IOYaouM 3amiHy abo
[OOMOBHEHHS)) 3MiHM B MeToax
KOHTpoNto M/13 3a nokasHMkamu
«lpgeHTudikauis Aioyvoi peyoBmHN
(BEPX)», «KinbkicHuin BmicT (BEPX)»,
«OpfHOPIAHICTL [030BaHUX OAUHULLL
(BEPX)» y BignoBigHoCTi A0
3aTBepxeHoro po3giny 3.2.P.5.2
AHaNITUYHI METOAVKN B KpaiHi
3as1BHMKa/BMPOOHMKA, a caMe 3MiHEHO
CKNaf, PO34YMHHMKA, 3MIHEHO
TemMmneparypy asrocamnsiepa 3 25°C
80 10°C, gogaHo TepmiH NpuaaTHOCTI
PO34MHIB, OHOB/IEHO PO3PaxXyHKOBI
hopMy/IM, OHOBJIEHO KpUTepil
npugaTHoCcTi xpomartorpadiyHoi
cuctemu. 3miHu | Tuny - 3miHn 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nAikapcbKoro
3acoby. 3miHa y MeToAax
BUMPOOYBaHHA rOTOBOrO NiKapCbKOro
3aco06y (iHWi 3MiHK Yy meTodax
BMNpoGYyBaHb (BK/OYaoum 3amiHy abo
[LOMOBHEHHS)) 3MiHU B MeTOf|
KOHTpOt0 /13 3a NoKasHNKOM
«CynpoBigHi gomiwwkn (BEPX)», a
came C3 gomiwkn AML-01 3miHeHO
(3amicTb OCHOBU BUKOPUCTOBYHOTb Cislb
hymMapoBOi KUC/I0THK), 3MEHLLEHO
KOHL,EHTpALilo CTaHAapPTHOro PO34nHY
Ans igeHTudikalii JoMiLLoK, BBEAEHO
OHOBJIEHI PO3paxyHKOBi hopmynu Ta
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Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

PO34MH A4/19 NepeBipKy YyTIMBOCTI
cuctemu. MNepeknag Ha yKpaiHCbKY
MOBY.

[oTOBWIA Nikapcbkmii 3aci6. KoHTposb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOrO
niKapcbKoro 3acoby (iHwi 3MiHW y
MeTodax BUNpobyBaHb (BKIHOHYAKOUM
3aMiHy abo JOMNOBHEHHS)) HE3HAYHI
pefakuiiiHi 3MiHW B METO/i KOHTPO/IHO
'N3 3a nokasHWKOM «PO34YMHEHHS
(BEPX)», a came 3MiH/ B
pO3paxyHKOoBiii chopmyni Ta B
KpUTEPISX NPUAHATHOCTI
XpomatorpadivyHoi cuctemm.

MNepeknag Ha yKpaiHCbKy MOBY.

TUMy - 3MiHK 3 AKOCTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTpoib roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHA roTOBOrO NiKapCbKOro

3aco6y (OHOBMEHHSA NpoLeaypu

BUNPOOYBaHHA 4717 NPUBEAEHHS Y
BIANOBIAHICTb 3i 3MIHEHOIO 3arasibHO

ctatTeto AdY abo €sponeiicbKoi
thapmakonei) He3HauHi 3MiHN B MeTogj

KOHTpOt0 /13 3a NoKasHNKOM
«Po3nagaHHa». 3amicTb NpoBeAeHHs

TecTy 3a gonomorot npunagy A (EP
2.9.1) TecT npoBOAUTBLCS 3a
ponomoroto npunagy B (EP 2.9.1).
MNepeknag Ha yKpaiHCbKy MOBY.

TUMy - 3MiHK 3 AKOCTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHA roTOBOrO NiKaPCbKOro

3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPOOGYBaHHS) - HE3HAYHI pefaKLiiHi
3MiHM B cneyudikauii Ta meTogi

KOHTpoNto /13 3a NoKasHNKOM

«lpgeHTudikauis Aiovoi peyoBmHN
(TWX)». Mepeknag, Ha yKpaiHCbKy
MOBY. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmnit 3aci6. KoHTposb
roTOBOrO JliKapCcbKoro 3acoby. 3miHa y
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

MeTogax BUNpo6yBaHHSA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHS) HE3HAYHI pefaKLiiiHi
3MiHV B cneuudikauii Ta metogi

KOHTpO0 13 3a NOKa3HNKOM

«CepefHs Maca BMICTY Kancynm».
Mepeknag Ha yKpaiHCbKy MOBY.

TUny - 3MiHK 3 sKocTi. [oTOoBWIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BUMPOOYBaHHA rOTOBOTO /liKapCbKOro

3acoby (He3HauHa 3miHa y
3aTBEPMKEHUX MeToAax
BMNPOGYBaHHSA) HE3HAYHI pefaKLiiiHi
3MiHM B cneumdikauii Ta metoai

KOHTpOt0 /13 3a NoKasHNKOM
«OHOPIgHICTb MacK BMICTY Kancynm».

MNepeknag Ha yKpaiHCbKy MOBY.

TUMy - 3MiHK 3 AKOCTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHA roTOBOrO NiKaPCbKOro

3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPOGYBaHHS)

He3HauHi peJakLiliiHi 3MiHV B
crneundikavii Ta MeTofi KOHTPO/o
N3 3a nokasHnkom «BmicT Bogm (3a
meTogom K. diwepa)». Mepeknag Ha
yKpaiHCbKy MOBY. 3MiHM | TUNY - 3MiHN
3 AKOCTi. F0TOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO NiKaPCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BUNPOOYBaHHS) - HE3HAYHI 3MiHV B
cneuudikalii Ta MeTOoAj KOHTPOSO
N3 3a nokasHukom «MikpobionoriyHa
yucToTa». 3Miiu | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NikapcbKoro
3acoby. 3miHa napameTpis

crneungikauii Ta/abo 4onycTuMmx
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

MeX roTOBOrO NlikapCbKoro 3acoby
(iHWi 3MiHW) - NpMBEAEHHSA BUMOT
cneuudikauii 13 3a NoKa3HUKOM
«Onuc kancyn» y BiANOBIAHOCTI A0
3aTBEPAXKEHOIO
n.3.2.P.5.1.Cneuundpikauisi(-i). Po3mip
Kancynu He 3mMiHMBCA. 3MiHW BHECEHI B
po3gin "Mikapcbka popma” (OCHOBHI
¢hi3nKo-XiMiuHi BNacTMBoCTi) B
IHCTPYKLUiO 4N MeguyHoro
3aCTOCYBaHHS NikapCbKOro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHs.

219.

XAPTUN® - AM

Kancynm no 5 mr/5
Mr; N0 7 Kancyny
6nictepi; no 4 a6o
no 8 6nictepis y
KapTOHHI ynakoBL;
no 10 kancyny
6nictepi; no 3 abo
no 9 6nictepiB y
KapTOHHI ynakoBLi

3AT
dapmaLesTny
HWi1 3aBOf
Eric

YropwuHa

3AT
dapmMaueBTUYHU
1 3aBog ETIC

YropmHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
martepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOGHUYOI AinbHUL (BKIOYAOUN
AinbHuui ans A®I, npomixHoro
npoaykTy abo roToBOro NikapCcbkoro
3aco6y, AiNbHULI 4718 NPOBEAEHHS
nakyBaHHs, BUPOGHUKA,
BiZANOBiA@NLHOIO 3a BUNYCK Cepiid,
MicLie NpoBeAEHHS KOHTPOJIIO cepil)
ab0o nocTavasibHMKa BYXiAHOMO
martepiany, peareHTy abo 4OMOMDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE)
BU/TYYEHHS OAHOTO i3 3aTBEPMKEHNX
BMPOBHUKIB Ait040T peyoBrHU
amnogunivy 6ecunarty - Hetero Drugs
Limited. 3MiHu | TUNY - 3MiHW 3 AKOCTI.
A®I. KoHTposnb A®L. 3miHa y
napameTpax cneuucpikauin Ta/abo
[0MNYCTUMUX MEX, BU3HAYEHUX Y
cneumgikauisx Ha A®l, abo
BVIXiAHWA/NPOMIKHWIA
npoAyKT/peareHT, Wwo
BMKOPWCTOBYHOTBLCS Y NpoLeci
BMpo6HUMLUTBa API (gogaBaHHs abo
3amiHa (3a BUHATKOM aKTUBHOI
peyoBUHM GionoriyHoro abo
iMYHO/TOMYHOTO MOXOAKEHHS)
napameTtpa crneuudikauii 3
BiANOBIAHMM METOAOM BUNPOOYBaHHSA
3a pesynbTaTtaMmun 4ocnigpkKeHb 3
6e3nekn abo SKoCTi) 3MiHa KpuTepiiB

3a
peuerimom

UA/13634/01/02
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

NPUAHATHOCTI BU3HAYEHHA pPO3noginy
YacTMHOK 3a po3mipom (PSD) y
cneuudikayii Ailo4oi peyoBUHN

amnoaunivy 6ecunaty. ditova
pegakuis: d90: NMT 150 um.

MponoHoBaHa pepakuis: d50: 45-110

um 3MiHu | TMny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. 3MiHN Yy
BMPOBOHULTBI. 3MiHW y npoveci
BMPOGHMLTBA rOTOBOTO /iKapCbKOro
3aco6y, BK/IHOHAK4YM NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BVMPOGHMLTBI FOTOBOTO NiKapCbKoro
3ac06y (He3Ha4yHa 3MiHa y NpoLeci
BMPOOHULITBA) HE3HAYHA 3MiHa Y
npoueci BupobHuuTtea /13, a came
BBEJEHO ONMTMMI30BaHy TEXHO/OTi0
BUrOTOB/IEHHA FPaHyNsATy paminpuny.
[insa rpaHynauii 3 BUCOKOO LIBUAKICTIO
3CyBY BVKOPUCTOBYIOTb 3MEHLLEHY
KiNIbKiCTb rpaHynsiLiiHOro po3unHy
(2x6 n). 3aranbHa KinbKiCTb
rpaHynALinHOro PO3ynHy He
3miHunacsk. Lientonosy

MiKpOKpUCTaniyHy A41s romorenizauii Il

NPOCitolTh Y KOHTEWHEp i3
Hepxasitoyoi cTani. na fo3yBaHHA 5
Mr/5 M TBEPAY XeNnaTuHoBY Kancyny
CONI-SNAP 3 3aMiHUTK Ha Kancyny

CONI-SNAP 2. 3miHuBCS 1we po3mip

060/10HKM Kancynun, cknag Ta aKicTb

Kancyn sanuwmnuncs 6e3 3miH. 3MiHu |

TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHMX PEYOBUH. 3aMiHa
[xepena ofepXxaHHs AONOMDKHOT
peyoBuHM abo peaxkTuBy, L0
CTaHOBWTb pU3NK Nepepaui 36yaHuKIB
I'E (iHWi 3mMiHW) 3aMiHa BUPOGHMKa
[0MOMDKHOT PEYOBVHY LLeNo103un
MIKPOKPUCTaU1i4HOI, CKiNbKU
3aTBEPXXEHNI BUPOOHWK NPUNUHUB
nocTayaHHs JOMOMDKHOI PEe4OBUHM

BMPOGHUKY ['13. 3MiHK | TUny - 3MiHKM 3
sIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

Onuc Ta cknag. 3miHa hopmum abo
PO3MmipiB Nikapcbkoi hopmm (TabneTkm
3 HeraliHUM BUBINIbHEHHAM, Kancyu,
cynosuTopii Ta necapii) 3miHa po3mipy
XeNaTnHOBOI Kancy/sim Ha Nikapcbkunii
3aci6 XAPTU/I®-AM, kancynu no 5
Mr/5 Mr. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
oTOBUIA NikapCbkuMii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasnbHuii 3aci6.
3miHa dhopmu abo po3mipy
KOHTEeliHepa un 3aKynoptoBasibHOro
3aco6y (NepBMHHOT yMakoBKM)
(HecTepunbHi Nikapcbki 3acobu) -
3MiHa po3mipy 6nicTepa Ha NikapcbKuia
3aci6 XAPTU®-AM, kancynu no 5
Mr/5 Mr. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KoHTposb
roTOBOrO JlikapCcbKoro 3acoby. 3miHa y
MeTogax BUNpo6yBaHHSA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BUMNPOOYBaHHA) BHECEHHSI HE3HAYHNX
3MiH B MeTog, koHTposto 13 3a
nokasHukoM «Omnuc Kancyn», a came
BU/TYYAETLCS PO3[iN «HOpMYyBaHHS» 3
Onuncy aHasliTMYHOT METOAVKN.
Mepeknag Ha yKpaiHCbKy MOBY. 3MiHM
| TNy - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpOb roToBoro
nikapcbkoro 3acoby. 3miHa y MeToaax
BUMPOOYBaHHA rOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BUNPOOYBaHHSA) - BHECEHHSI HE3HAYHNX
pefakuinHux 3miH B cneuudikauiio Ta
MeTOZ, KOHTPOo0 /13 3a NOKa3HNKOM
«Onunc BMICTY Kancynu», y
BIANOBIAHOCTI O OPUTiHA/IbHUX
mMarepianis BUpobHuka. Mepeknag Ha
yKpaiHCbKy MOBY. 3MiHM | TUNY - 3MiHN
3 AKOCTi. F0TOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO NiKapPCbKOro
3aco6y (He3HayHa 3miHa y
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

3aTBEPAKEHNX METOAAX
BMNPOOGYBAaHHS) - BHECEHHSA HE3HAYHUX
pefakuifiHux 3miH B cnewuudikauiio Ta
MeTo/, KOHTPo0 /13 3a NoKasHNKOM
«Konip BMicTy kancynm» Ta «3anax
BMICTY Karncynu» y BifgnoBigHOCTi 40
opuvriHaIbHUX MaTepiasiiB BUPOOHUKA.
Mepeknag Ha yKpaiHCbKy MOBY. 3MiHW
| TNy - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BUMPOOYBaHHA rOTOBOTO /liKapCbKOro
3aco6y (iHWi 3MiHK y MeTodax
BMNpoGyBaHb (BK/IOYaouM 3amiHy abo
[OOMOBHEHHS)) 3MiHM B MeToax
KOHTpoNto M/13 3a nokasHMkamu
«lpgeHTudikauis Aioyvoi peyoBmHN
(BEPX)», «KinbkicHuin BmicT (BEPX)»,
«OpfHOPIAHICTL [030BaHUX OAUHULLL
(BEPX)» y BignoBigHoCTi A0
3aTBepxeHoro po3giny 3.2.P.5.2
AHaNITUYHI METOAVKN B KpaiHi
3as1BHMKa/BMPOOHMKA, a caMe 3MiHEHO
Temneparypy aBrocamnnepa 3 25°C
00 10°C, Bka3aHO TEpMiH NpuAaTHOCTI
PO34MHIB, OHOBMIEHO PO3PaxyHKOBI
chopmMy”nn, OHOBNIEHO KpUTepii
npuaaTHoCTi XxpomMaTtorpadgidHoi
cuctemu. MNepeknag Ha yKpaiHCbKY
MoBY. 3MiHU | TUMY - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KoHTposb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOrO
niKapcbKoro 3acoby (iHwi 3MiHW y
MeTodax BUNpobyBaHb (BKIHOHYAKOUM
3aMiHy abo JOMOBHEHHS)) 3MiHM B
MeTofi KOHTponto /13 3a NoKa3HUKOM
«CynpoBigHi gomiwwkn (BEPX)», a
came C3 gomiwkn AML 3MiHeHo,
3MEHLLEHO KOHLLEeHTpaLLito
CTaHAAPTHOro Po3ynHy NS
iAeHT1dikauil LOMILLOK, BBEEHO
OHOBJIEHI PO3paxyHKoBi hopmynu Ta
PO34nH A5 NEPEBIPKN YyT/IMBOCTI
cuctemu. MNMepeknag Ha YKpaiHCbKy
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

MOBY. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. KoHTposb
roTOBOrO JlikapCcbKoro 3acoby. 3miHa y

MeTogax BUNpo6yBaHHA rOTOBOrO
nNikapcbKoro 3acoby (iHwWi 3MiHW Yy

MeToAax BUMPOOyBaHb (BK/IHOHAKOUM

3aMiHy ab0 LONOBHEHHS)) HE3HAYHI
pefakLiiiHi 3MiHW B METOZi KOHTPO/HO

N3 3a nokasHWKOM «PO34YMHEHHSA
(BEPX)», a came 3MiH/ B
po3paxyHKoBii chopmyni Ta B
KpUTEPISX MPUAHATHOCTI
XpomarorpagivyHoi cMcTeMu.
Mepeknag Ha yKpaiHCbKy MOBY.

TUny - 3MiHK 3 AKocTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax

BUMPOOYBaHHA rOTOBOTO NliKapCbKOro

3acoby (OHOBMEHHA NpoLeaypu

BMNPOGYBaHHA 4719 NPUBEAEHHA Y
BiANOBIAHICTb 3i 3MiIHEHOI 3araslbHO

ctarTeto AdY abo €sponeiicbKol
thapmakonei) He3HauHi 3MiH1 B MeTogj

KOHTpO0 13 3a NOKa3HNKOM
«Po3nafaHHs». 3aMicTb NPOBEAEHHS

TecTy 3a gonomorot npunagy A (EP

2.9.1) TecT npoBOAUTbLCS 3a
ponomoroto npunagy B EP 2.9.1 gna
po3yBaHHsa 10 mr/10 wmr. Mepeknag Ha
yKpaiHCbKy MOBY. 3MiHU | TURY - 3MiHK

3 IKOCTi. FoTOBWIA Nikapcbkuii 3aci6.

KOHTpOsb roToBOro nAikapcbKoro

3acoby. 3miHa y MeToAax

BUMPOOYBaHHA rOTOBOrO NiKapCbKOro

3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHS) - HE3HAYHI pefaKLiiiHi
3MiHM B MeTogi KoHTposto 13 3a
nokasHuKoMm «laeHTudikauis giroyoi
peuoBuHu (TLLX)». Mepeknag Ha
YKpaiHCbKy MOBY. 3MiHU | TUMy - 3MiHK

3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6.

KOHTpO/b roTOBOrO NikapcbKoro

3acoby. 3miHa y meTofgax

BUMPOOYBaHHA rOTOBOTO NlikapCbKOro
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax
BMNPOGYBaHHS) HE3HAUHI pefakLiiHi
3MiHW B MeTOZAj KoHTponto M3 3a
nokasHukom «CepefHsi maca BMICTy
Kancynu». Nepeknag Ha yKpaiHCbKy
MOBY. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. KoHTposb
roTOBOrO JlikapCcbkoro 3acoby. 3miHa y
MeToAax BUNpo6yBaHHSA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHS) HE3HAYHI pefaKLiiiHi
3MiHM B MeTogi KoHTposto 13 3a
nokasHukom «OAHOPIgHICTL Macu
BMICTY Kancynu». MNepeknag Ha
YKpaiHCbKy MOBY. 3MiHW | TUMy - 3MiHK
3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NikapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOTO /iKapCbKOro
3acoby (He3HauHa 3miHa y
3aTBEPMKEHUX MeToAax
BMNPOGYBaHHS) - HE3HAYHI pefaKLiiiHi
3MiHU B MeTOZj KoHTponto M3 3a
«BwmicT Bogn (3a meTtogom K.
diwepa)». Mepeknas Ha yKpaiHCbKy
MOBY. 3MiHu | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. KoHTposb
roTOBOrO JlikapCcbKoro 3acoby. 3miHa y
MeToAax BUNpo6yBaHHSA rOTOBOrO
NiKapcbKoro 3acoby (HesHayHa 3miHa y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHS) HE3HAYHI pefaKLiiiHi
3MiHM B MeTogi KoHTposo 13 3a
«MikpobionoriyHa uncroTax.
Mepeknap Ha yKpaiHCbKy MOBY. 3MiHU
| TNy - 3MiHK 3 AKocTi. FoToBMI
nikapcbkuii 3aci6. KOHTposib roToBOro
niKkapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOro
NiKapcbKoro 3acoby (iHLWi 3MiHuW) -
3MiHa BMMor cneumdikauii MNN3 3a
NnoKasHNKoM «Onuc kancyi». 3MiHu
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
BHeceHi B po3gin "/likapcbka opma”
(OCHOBHI hi3nKo-XiMi4Hi BNacTUBOCTI)
B IHCTPYKL,0 415 MeANYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tm Micauis
nicns 3aTBepKeHHs.
220. | XAPTUN® - AM | kancynu no 10 mr/10 3AT YropwuHa 3AT YropwumHa BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a UA/13634/01/03
MTr; MO 7 Kancyny PapmaLeBTny PapmaLeBTUYHN marepianis: 3miHu | Tuny - peyenmom
6nicTepi; no 4 abo HWi1 3aBOf 1 3aBog ETIC AZMiHICTpaTMBHI 3MiHU. BunyyeHHs
no 8 6nictepis y EriC BMPOBHUYOT AiNbHULI (BKNHOYaOUN

KapTOHHI ynakoBLi;
no 10 kancyny
6nictepi; no 3 abo
no 9 6nictepis y
KapTOHHI ynakoBLi

AinbHuui 4na A®l, npoMixHOro
npoaykTy abo roToBoro NikapCcbKoro
3aco6by, AiNbHUL A8 NPOBEAEHHS
nakyBaHHs, BUPOGHMKa,
BiANOBiAaNLHOrO 3a BUNYCK Cepiid,
MicLle NpOBeAEHHS KOHTPO/IIO cepil)
abo noctavasnibHVKa BUXIAHOMO
marepiany, peareHTy abo AONOMiXHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCHE)
BWYYEHHS OAHOrO i3 3aTBEPAKEHNX
BMPOGHWKIB Ait040i pEHOBUHN
amnoguniHy 6ecunaty - Hetero Drugs
Limited. 3miHu | TRy - 3MiHK 3 AKOCTI.
A®|. KoHTposnb A®L. 3miHa y
napameTpax cneuudgikaduii Ta/abo
[ONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha Adl, abo
BUIXiHWIA/NPOMIXKHWIA
npoayKT/peareHT, Wwo
BUKOPWCTOBYHOTBLCS Y NpoLeCi
BMpobHUUTBa APl (fogaBaHHA abo
3amiHa (3a BMHSATKOM aKTUBHOI
peyoBuHM BionoriyHoro abo
iMyHONOrNYHOrO NOXOMAXKEHHS)
napameTpa cneuudikauii 3
BiJNOBIAHNM METOA0M BUNPOGYBaHHS
3a pesynbTartaMu LOC/iIKeHb 3
6e3nekn abo AKOCTI) 3MiHa KpuTepiiB
MPUAHATHOCTI BU3HAYEHHS pPO3NoAiny
4acTMHOK 3a po3mipom (PSD) y
cneuudikavii Aito4oi peyoBuHU
amnoguniHy 6ecunary. ditoua
pegakuis: d90: NMT 150 um.
MponoHoBaHa pegakuis: d50: 45-110
um 3MiHu | TMny - 3MiHK 3 AKOCTiI.
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

[oTOBWIA NNikapcbkumii 3aci6. 3MiHK Yy
BMPOBGHULTBI. 3MiHW y npovueci
BMPOBHMLITBA FOTOBOrO J1iKapCbKOro
3aco6y, BK/IHUAKUM NPOMIKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA MpU
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHULITBA) HE3HAYHA 3MiHa Y
npoueci BupobHuuTtea /13, a came
BBEJEHO ONMTMMI30BaHy TEXHO/OTi0
BUIOTOB/IEHHS TPaHY/IATY paminpuiy.
[insa rpaHynAuii 3 BUCOKOHO LUBUAKICTIO
3CyBY BVYKOPUCTOBYIOTb 3MEHLLEHY
KiNIbKICTb rpaHynsLiniHOro po3yunHy
(2x6 n). 3aranbHa KinbKiCTb
rpaHynALinHOro po3ynHy He
3miHunack. Lientonosy
MIKpOKpUCTaiyHy 415 romoreHizauii Il
NPOCitoKTh Y KOHTENHEp i3
HepXaBitouoi cTani. na Ao3yBaHHS 5
Mr/5 Mr TBepAy XenaTuHoBY kancyny
CONI-SNAP 3 3aMiHUTK Ha Kancyny
CONI-SNAP 2. 3miHMBCA n1LLe po3mip
060/I0HKM Kancyun, cknag, Ta sKicTb
Kancyn samwmnuncs 6e3 3miH. 3miHn |
TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHMX PEYOBUH. 3aMiHa
Kepena ogepXXaHHs AONOMKHOT
peyoBVHN abo peakTuBy, L0
CTaHOBUTb PU3MK Nepesadi 36yaHVKIB
I'E (iHWwi 3MiHK) 3amiHa BUPOOHUKa
[LOMOMIKHOT PEYOBVHY LLEN0103n
MIKPOKPUCTaNiYHOI, CKiNbKu
3aTBEPMKEHUI BUPOOHMK NPUNUHUB
rnoctayaHHs1 fONOMIKHOT pe4yoBUHY
BUPOGHUKY 13, 3MiHK | TURNY - 3MiHK 3
AKOCTi. [0TOBWIA NikapcbKnin 3aci6.
Onuc Ta cknag. 3miHa hopmu abo
po3MipiB Nnikapcbkoi hopmMu (TabneTkm
3 HeraiHUM BUBIIbHEHHSIM, Kancynu,
cyno3uTopii Ta necapii) 3miHa po3mipy
XXEeNaTUHOBOT Kancynu Ha NikapCbkuii
3aci6 XAPTUN®-AM, kancynu no 5

MI/5 Mr. 3MiHu | Tuny - 3MiHM 3 SIKOCTI.
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

[oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasnbHuii 3aci6.
3miHa doopmu abo posmipy
KOHTelHepa 4n 3aKynoptoBasIbHOro
3aco6y (NepBMHHOT yNakoBKM)
(HecTepunbHi nikapcbki 3acobm) -
3MiHa po3mipy 6nictepa Ha nikapcbkuii
3aci6 XAPTUN®-AM, kancynu no 5
Mr/5 Mr. 3miHW | TRy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KoHTposb
roTOBOrO JliKapCbKOro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA roOTOBOrO
nNiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax
BUMPOOYBaHHSA) BHECEHHS HE3HAUHNX
3MiH B MeToZ, KoHTposito N3 3a
nokasHMkoM «Onuc Kancyn», a came
BU/Ty4a€ETbCA PO3fin «HOpMyBaHHS» 3
onucy aHaniTUYHOT METOAMKN.
Mepeknag Ha yKpaiHCbKy MOBY. 3MiHW
| TNy - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BUMPOOYBaHHA rOTOBOTO /liKaPCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax
BUNPOOYBaHHS) - BHECEHHSI HE3HAUHUX
pefakuiiiHux 3MiH B cnevudikauiio Ta
MeTop, KOHTpoto /13 3a NoKasHUKOM
«Onunc BMICTY Kancynun», y
BIAMNOBIAHOCTI 4O OpUriHANbHUX
marepianis BupobHuka. Mepeknag Ha
yKpaiHCbKy MOBY. 3MiHu | TURY - 3MiHK
3 IKOCTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro MikapcbKoro
3acoby. 3miHa y MeToAax
BUMPOOYBaHHA rOTOBOTrO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BUNPOOYBaHHS) - BHECEHHSI HE3HAYHNX
pefakuinHux 3mMiH B cnevudikauiio Ta
MeTOZ, KOHTPOo0 /13 3a NOKa3HNKOM
«Konip BMICTYy kancynm» ta «3anax
BMICTY Kancynv» y BiANOBIAHOCTI 0
opuriHaIbHNX MaTepiasiiB BUPOGHMKA.
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

Mepeknap Ha yKpaiHCbKy MOBY. 3MiHU
| TNy - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHA roTOBOrO NiKaPCbKOro
3aco0y (iHWi 3MiHK y MeTodax
BMNPO6YBaHb (BK/IOYaKUYM 3aMiHy abo
[OMOBHEHHS)) 3MiHM B MeToax
KOHTpOoN0 /13 3a nokasHnkamu
«lpeHTudpikauis airoyoi peyoBnHU
(BEPX)», «KinbkicHuin BmicT (BEPX)»,
«OfHOpIgHICTb [030BaHUX OAUHULLL
(BEPX)» y BignoBigHOCTI 00
3aTBepaxeHoro posginy 3.2.P.5.2
AHanNITUYHI METOAMKM B KpaiHi
3asBHVKa/BUPO6HMKA, a came 3MiHEHO
Temneparypy asrocamnsiepa 3 25°C
[0 10°C, Bka3aHO TepMiH MpuAAaTHOCTI
PO34MHIB, OHOB/IEHO PO3PaxyHKOBI
hopmMysnn, OHOBNEHO KpUTepii
npuaaTHOCTi XxpomaTtorpadiyHoi
cuctemun. MNepeknag Ha yKpaiHCbKy
MoBY. 3MiHu | TUMY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KoHTpob
roTOBOrO liKapCbKoro 3acoby. 3miHa y
MeToAax BUNPOGYyBaHHS roTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM Yy
MeTofax BunpobysaHb (BkIYaroum
3aMiHy abo [OMNOBHEHHS)) 3MiHM B
MeToZi KOHTposto /13 3a NokasHMKOM
«CynpoBigHi gomiwku (BEPX)», a
came C3 gomiwkn AML 3MiHEHO,
3MEHLLEHO KOHLeHTpaLLito
CTaHapTHOro PO3YnHY A/1A
iaeHTndikauii LOMILLOK, BBELEHO
OHOBJIEHI PO3paxyHKOBi hopMynn Ta
PO34MH A4/19 NepeBipKy YyT/IMBOCTI
cuctemu. MNepeknag Ha yKpaiHCbKY
MoBY. 3MiHU | TUMY - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KoHTposb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOrO
niKapcbKoro 3acoby (iHwi 3MiHW y
MeTodax BUNpobyBaHb (BKIHOHAKOUM
3aMiHy ab0 A0MNOBHEHHS)) He3HaYHi
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

pefakuiiiHi 3MiHW B METO/i KOHTPO/IHO
'N3 3a NokasHWKOM «PO34YMHEHHS
(BEPX)», a came 3MiH/ B
pO3paxyHKOoBiii chopmyni Ta B
KpUTEPISX NPUAHATHOCTI
XpomatorpadivyHoi cuctemm.
MNepeknag Ha yKpaiHCbKy MOBY.

TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTposib roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax

BMNPOGYBaHHA roTOBOro NiKaPCbKOro
3aco6y (OHOBMEHHS NpoLeaypu
BUNPOOYBaHHA 4717 NPUBEAEHHS Y
BIANOBIAHICTb 3i 3MIHEHOIO 3arasibHO0
ctatTeto AdY abo €sponeiicbKoi
thapmakonei) He3HauHi 3MiHN B MeTogj

KOHTpOt0 /13 3a NoKasHNKOM
«Po3nagaHHa». 3amicTb NpoBeAeHHs
TecTy 3a gonomorot npunagy A (EP

2.9.1) TecT npoBOAUTBLCS 3a
nonowmoroto npunagy B EP 2.9.1 ana
no3yBaHHa 10 mr/10 mr. MNepeknag Ha
YKpaiHCbKy MOBY. 3MiHU | TUMy - 3MiHK

3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOroO NikapcbKoro
3acoby. 3viHa y meTogax
BUMPOOYBaHHA rOTOBOTO NliKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax
BMNPOGYBaHHS) - HE3HAYHI pefaKLiiiHi
3MiHW B MeTOZAj KoHTponto M3 3a
NoKasHUKOM «lgeHTundikauis gitoyoi
peyoBuHu (TLLX)». MNepeknag Ha
yKpaiHCbKy MOBY. 3MiHM | TUNy - 3MiHN
3 AKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO NiKapCbKOro
3acoby (He3HayHa 3MiHa 'y
3aTBEPAKEHNX METOAAX
BMNPOOGYBaHHSA) HE3HAUHI pefakLiiHi
3MiHM B MeToZi KoHTposo 13 3a
nokasHukom «CepefHsa maca BMIiCTy
Kancynu». Nepeknag Ha yKpaiHCbKy
MOBY. 3MiHM | TMNY - 3MiHK 3 SIKOCTI.
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

[oTOBWIA Nikapcbkmii 3aci6. KoHTposb
roTOBOrO /liKapCbKOro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax
BMNPO6YBaHHS) HE3HAUHI pefaKLiiiHi
3MiHW B MeTOZj KoHTponto M3 3a
nokasHNKom «OAHOPIAHICTb Macu
BMICTY kancynu». MNepeknag Ha
yKpaiHCbKy MOBY. 3MiHM | TUNY - 3MiHN
3 AKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO NiKaPCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPOOGYBaHHS) - HE3HAYHI pefaKLiiHi
3MiHM B MeToZi KoHTposo 13 3a
«BmicT Boau (3a meTogom K.
diwepa)». Mepeknag Ha yKpaiHCbKy
MoBY. 3MiHU | TUMY - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KoHTposb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax
BMNPO6YBaHHS) HE3HAUHI pefakLiiiHi
3MiHW B MeTOZAj KoHTponto M3 3a
«MikpobionoriuHa yncroTa».
Mepeknag Ha yKpaiHCbKy MOBY. 3MiHM
| TNy - 3MiHK 3 AKkocTi. FoTOoBWMIA
nikapcbkuii 3aci6. KOHTpOb roToBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneyuudgikaii Ta/abo
[0MNYyCTUMMX MEX FOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHN) -
3MiHa BuMor cneumdikauii M3 3a
nokasHukoM «Onuc Kancyn». 3MiHun
BHeceHi B po3ain “flikapcbka chopma”
(OCHOBHI (hi3MKO-XiMiYHI BNacTUBOCTI)
B IHCTPYKL,iO 415 MeANYHOro
3aCTOCYBaHHS Nikapcbkoro 3acooy.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKEHHS.

221. | XAPTUI® - AM | kancynu no 10 mr/5 3AT YropumHa 3AT YropumHa BHECEHHS 3MiH 0 peecTpaLiiHNX 3a UA/13635/01/01
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
MrF No 7 Kancyny dapmaLesTny dapmaueBTUYHN martepianis: 3miHu | Tuny - peyenmom
6nictepi; no 4 HWi1 3aBOf 1 3asog ETIC AOMiHICTPaTMBHI 3MiHN. BunyyeHHs
6nictepm abo no 8 Eric BMPOGHUYOI AinbHML (BKIHOYA0UN

6nictepiB y
KapTOHHI ynakoBsLi;
no 10 kancyny
6nictepi; no 3 a6o
no 9 6nictepis y
KapTOHHI ynakoBL,i

AinbHuui ansa A®I, npomixHoro
NPOAYKTY abo roTOBOro NiKapcbKoro
3aco6y, AiNbHULI 4718 NPOBEAEHHS
nakyBaHHs, BUPOGHUKA,
BiZANOBIAabHOrO 3a BUNYCK Cepiid,
MicLie NpoBeAEeHHS KOHTPOJIIO cepil)
abo nocrayasibHuKa BUXIAHOMO
martepiany, peareHTty abo fOMOMKHOT
PEYOoBMHM (SKLLLO 3a3HAYEHO Y [OCHE)
BU/TYYEHHS OAHOTO i3 3aTBEPMKEHNX
BMPOGHMKIB Ait04O0T PEYOBUHN
amnogunivy 6ecunarty - Hetero Drugs
Limited (3atBepmpxeHo: 3A0
dapmauesTuyHnin 3asog ArNC,
Benrpua, HETERO DRUGS LIMITED,
MHausa; 3anponoHosaHo: 3AT
dapmaueBTnyHNii 3aBog ElNC,
YropwmHa).n3minu | Tuny - 3miHm 3
AKOCTi. A®I. KoHTponb A®L. 3miHa y
napameTpax cneuucikauin Ta/abo
[ONYCTUMUX MEX, BU3HAYEHUX Y
cneumngikauisax Ha A®l, abo
BVIXiZHWA/NPOMIKHWIA
NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTBLCS Y NpoLeCi
BMpo6HMUTBa API (gogaBaHHs abo
3amMiHa (3a BUHATKOM aKTUBHOI
peyoBUHM GionoriyHoro abo
iMYHO/TOMYHOTO MOXOAKEHHS)
napameTpa cneuudikaduii 3
BiANOBIAHMM METOZ0M BUNPOOYBaHHSA
3a pesynbTaTtaMmun JOCNigpKeHb 3
6e3nekn abo SKOCTI) - 3MiHa KpUTepIiB
NPUAHATHOCTI BU3HAYEHHA pPO3noginy
YacTMHOK 3a po3mipom (PSD) y
cneuudikayii Aito4oi peyoBMHN
amofuniHy 6ecunary. 3aTBepKeHo:
Particle Size Distribution - d90: NMT
150 um 3anponoHoBaHo: Particle Size
Distribution d50: 45-110 wm 3MiHu |
TUny - 3MiHK 3 AKocTi. [oTOBWIA
nikapcbkuii 3aci6. 3MiHn y
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

BMPOBOHULTBI. 3MiHK y npoLeci
BMPOGHMLTBA FOTOBOTO /iKapCbKOro
3aco6y, BK/IHOHAKYN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BVMPOGHMLTBI FOTOBOTO NiKapCbKoro
3ac00y (He3HayHa 3MiHa y NpoLeci
BUPOOHMLTBA) - HE3HAYHA 3MiHa Y
npoueci BupobHuuTtea /13, a came
BBE/EHO ONMTMMI30BaHy TEXHO/OTi0
BUrOTOB/IEHHA FPaHyNsATy paminpuny.
[insa rpaHynAuii 3 BUCOKOIO LUBUAKICTIO
3CyBY BVKOPUCTOBYIOTb 3MEHLLEHY
KiNIbKICTb rpaHynsiLiiHOro po3unHy
(2x6 n). 3aranbHa KinbKiCTb
rpaHynsLiiHOro po34YnHy He
3miHunacek. Lientonosy
MIKpOKpUCTaniyHy Ans romorenizauii Il
NPOCitolTh Y KOHTEWHep i3
HepxaBitoyoi cTani. 3miHu | Tuny -
3MiHu 3 sKoCTi. FOoTOBMIA NiKAPCbKN
3aci6. KOHTpos1b AONOMDKHUX
peyoBuWH. 3amiHa fxepena
ofiepXaHHs [OMOMDKHOI pe4oBMHM abo
peakTuBy, L0 CTAaHOBUTb PU3NK
nepegadi 36yaHukis M'E (iHWi 3mMiHW)
3amiHa BUPOOHMKa [OMOMDKHOI
PEYOBVHM LIeNH0103M
MIKPOKPUCTaNYHOI, CKiNbKn
3aTBEPKEHUI BUPOOHMK NPUMNUHUB
rnoctayaHHs1 fONOMIKHOT pe4yoBUHY
BUPOGHUKY 13, 3MiHK | TRy - 3MiHK 3
AKocTi. [0TOBWIA NikapcbKnin 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO NiKaPCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPOBYBaHHA)MHE3HAYHI PefaKLiiHi
3MiHW B METOZj KOHTPO/0 3a
nokasHukoM «Onuc kancysn».
Mepeknag Ha yKpaiHCbKy MOBY. 3MiHW
| TNy - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BUMPOOYBaHHA rOTOBOTO NlikapCbKOro
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax
BUMPOOYBaHHSA) BHECEHHS HE3HAUHNX
pefakuiiiHux 3MiH B cnewudikaliio Ta
MeTop, KOHTpot0 /13 3a NoKasHNUKOM
«Onunc BMICTY Kancynun», y
BIAMNOBIAHOCTI 4O OpUriHANbHUX
marepianis BupobHuka. Mepeknag Ha
yKpaiHCbKy MOBY. 3MiHU | TUMY - 3MiHK
3 IKOCTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3acoby. 3miHa y MmeToAax
BUMPOOYBaHHA rOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BUNPOOYBaHHS) - BHECEHHSI HE3HAYHNX
pefakuinHux 3mMiH B cneuudikauiio Ta
MeTOZ, KOHTPOo0 /13 3a NOKa3HNKOM
«Konip BMICTy kancynm» ta «3anax
BMICTY Kancynv» y BiANOBIAHOCTI 0
opuriHasIbHVX MaTepiasliB BUPOOHUKA.
Mepeknap Ha yKpaiHCbKy MOBY. 3MiHU
| TNy - 3miHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHA roTOBOrO NiKaPCbKOro
3aco0y (iHWi 3MiHK y MeTodax
BMNPO6YBaHb (BK/IOYaKUYM 3aMiHy abo
[OMOBHEHHS)) 3MiHM B MeToAax
KOHTpON0 13 3a nokasHnkamu
«lpeHTudpikauis airoyoi peyosnHU
(BEPX)», «KinbkicHuin BmicT (BEPX)»,
«OfHOpIHICTb [030BaHUX OAUHULLL
(BEPX)» y BignoBigHOCTI 00
3aTBepaxeHoro posginy 3.2.P.5.2
AHanNITUYHI METOAMKM B KpaiHi
3asBHVKa/BUPO6HMKA, a came 3MiHEHO
cKnaj PO3YMHHUKA, 3MIHEHO
Temneparypy aBrocamnnepa 3 25°C
0o 10°C, pofaHo TepMiH NpuaaTHoOCTI
PO34MHIB, OHOBMIEHO PO3PaxyHKOBI
chopmMy”nn, OHOBNIEHO KpUTepii
npuaaTHoCTi XxpomMaTtorpagidHoi
cuctemn. 3miHu | Tuny - 3miHu 3
SIKOCTi. [O0TOBWIA Nikapcbkuii 3aci6.
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

KOHTpO/b roTOBOrO NikapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOTO /iKapCbKOro
3aco6y (iHLWi 3MiHK y MeTogax
BMNpoOGyBaHb (BK/IOYauM 3amiHy abo
[OMOBHEHHS)) 3MiHW B METOSI
KOHTpoNto /13 3a NoKasHNKOM
«CynpoBigHi gomiwkn (BEPX)», a
came C3 gomiwkn AML-01 3miHeHO
(3amicTb OCHOBW BUKOPUCTOBYIOTb Ciflb
yMapoBOi KAC/I0TK), 3MEHLLEHO
KOHLEHTPAaLilo CTaHAaPTHOr0 PO34nHY
08 igeHTudikalii 4OMILLOK, BBEAEHO
OHOBJIEHI PO3paxyHKOBi hopmynn Ta
PO34MH A4/19 NepeBipKy YyT/IMBOCTI
cuctemun. MNepeknag Ha yKpaiHCbKy
MoBY. 3MiHu | TUMY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KoHTpob
roTOBOrO liKapCbKoro 3acoby. 3miHa y
MeToAax BUNPOGYyBaHHS roTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHM y
MeTofax BunpobysaHb (BKIYaroun
3aMiHy abo JONOBHEHHS)) HE3HAYHI
pefakuiiiHi 3MiHW B METOZi KOHTPO/HO
113 3a noka3sHNKOM «PO34YMHEHHSA
(BEPX)», a came 3MiHu B
po3paxyHKOoBili chopmyni Ta B
KpUTEPISAX NPUAHATHOCTI
XpomarorpadivyHoi cuctemu.
Mepeknag Ha yKpaiHCbKy MOBY. 3MiHM
| TNy - 3MiHK 3 AKkocTi. FoTOoBWMIA
nikapcbkuii 3aci6. KOHTpOb roToBoro
nikapcbkoro 3acoby. 3miHa y MeToaax
BUMPOOYBaHHA rOTOBOrO NiKapCbKOro
3aco6y (OHOBNEHHA NpoLueaypu
BUMNPOOYBaHHA 418 NPUBEAEHHSA Y
BiANOBIAHICTb 3i 3MIHEHOO 3araslbHO
cratTeto oY abo €Bponeicbkoi
hapmakonei) He3HauHi 3MiHV B MeTofi
KOHTpoNto /13 3a NoKasHNKOM
«Po3nagaHHsA». 3aMiCTb MPOBEAEHHS
TecTy 3a gonomoroto npunagy A (EP
2.9.1) TeCcT NpoBOAMTLCA 3a
ponomoroto npunagy B (EP 2.9.1).
[Mepeknag Ha yKpaiHCbKy MOBY. 3MiHU
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Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1

| TNy - 3MiHK 3 AKocTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpOb roToBoro
nikapcbkoro 3acoby. 3miHa y MeToaax
BUMPOBYBaHHA rOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHS) - HE3HAYHI pefaKLiiiHi
3MiHV B cneuudikauii Ta meTogi
KOHTpO0 13 3a NOKa3HNKOM
«lpeHTudpikauis airoyoi peyoBnHU
(TWX)». Nepeknag, Ha yKpaiHCbKy
MOBY.

[oTOBWIA Nikapcbkmii 3aci6. KoHTposb
roTOBOrO JliKapCbKOro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax
BMNPOGYBaHHS) - HE3HAYHI pefaKLiiiHi
3MiHM B cneumdikauii Ta metoai
KOHTpOt0 /13 3a NoKasHNKOM
«CepefiHsA Maca BMICTY Karncym».
Mepeknap Ha yKpaiHCbKy MOBY. 3MiHU
| TNy - 3miHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHA roTOBOrO NiKaPCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPOOGYBaHHS) - HE3HAYHI pefaKLiiHi
3MiHM B cneyudikauii Ta meTogi
KOHTpoNto /13 3a NoKasHNKOM
«OfHOPIAHICTE Macy BMICTY Kancynm».
Mepeknag Ha yKpaiHCbKy MOBY. 3MiHM
| TNy - 3MiHK 3 AKocTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbkoro 3acoby. 3miHa y MeToAax
BUMPOOYBaHHA rOTOBOTrO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHS) HE3HAYHI pefaKLiiiHi
3MiHV B cneuudikauii Ta metogi
KOHTposito /13 3a noka3HUKOM «BmicTt
BOAM (3a meTofoM K. diwepa)».
Mepeknag Ha yKpaiHCbKy MOBY. 3MiHW
| TMNYy - 3MiHK 3 iKoCTi. FoTOBUIA
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToAax
BUMPOOYBaHHA rOTOBOTO /iKapCbKOro
3acoby (He3HauHa 3miHa y
3aTBEPMKEHUX MeToAax
BMMNPOOYBaHHS) - HE3HAYHI 3MiHV B
crneundikavii Ta MeToAi KOHTPOs0
'3 3a nokasHukom «MikpobionoriyHa
yncToTa». 3MiHu | Tvny - 3miHu 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3acoby. 3miHa napameTpis
cneuudikauii Ta/abo AonycTUMKX
MEX rOTOBOr0 NiKapCbKoro 3acoby
(iHWi 3MiHW) - NpMBeAEeHHS BUMOT
crneundikauii 13 3a NoKasHWKOM
«Onuc kancyn» y BiANoBiAHOCTI J0
3aTBEPAKEHOr0
n.3.2.P.5.1.Cneuundpikanis(-i). Po3mip
Kancynm He 3mMiHMBCA. 3MiHW BHECEHI B
po3gain "Mikapcbka dhopma” (OCHOBHI
Pi3nKO-XiMiYHi BNacTUBOCTI) B
IHCTPYKLiO ANns MeAnyHOro
3aCTOCYBaHHSA Nikapcbkoro 3acooy.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKEHHS.

222.

XONypEKCAH

Kancysu Teepgi, no
300 wmr, no 10
Kancyny énicrtepi;
no 2 abo no 5, abo
6, abo 10 6nicTepis
B KApPTOHHIli Kopobu,i

TOB "YOP/I
MEMLH"

YkpaiHa

YOPN[,
MEAVLIVH
INIAY CAH. BE
TIDK. AL

TypeyumnHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
martepianis: 3miHu Il Tuny - 3MiHu
LoAo 6e3snekn/edpeKTBHOCTI Ta
chapmakoHarnsgy. BHeceHHs abo
3MiHa(1) [0 30608B'A3aHb Ta YMOB
BMAadi peecTpayjiiiHoro noceigyeHHs,
BK/IIOHaK0uM MNnaH ynpasiHHA
pu3nKamm (3acTocyBaHHS 3MiH(1),
Aki(a) BuMaratoTb(€) NoAanbLLOro
06r'pyHTYBaHHS HOBVMW 40OAATKOBUM
[aHuMK, Lo MatoTb HadaBaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKu
BUMaraeTbCs CyTTEBA OLjiHKa
KOMNETEeHTHUM OpraHoMm) 3asiBHUKOM
HafaHO OHOB/EHWIA MNnaH ynpasniHHA
pu3nkamm Bepcis 2.0 3MiHM BHeCeHO
[0 YacTuH: | «3aranbHa iHghopMaLlis»
Il «Cneundikauis 3 6esnekn» V
«3axoau 3 MiHimi3auii pu3ukis» VI

3a
peyenmom

UA/14162/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

«Pe3iome nnaHy ynpas/iHHA
pusmkamm» VIl «ogaTtkm» (gogatkm 1-
8) y 3B’A3KYy 3 OHOBJIEHHAM iHhopMmaL,i

3 6e3nekun Aityoi pevyoBuHU

ypcoAe30KcHxonesa kmcnota

BiAMOBIAHO A0 aKTyanbHOI
pedrepeHTHOI iHdhopMaLil, a TakoxX y
3B'A3Ky i3 3MiHOO chopmarty BiANOBIAHO
no Bumor Evaluation Guidance on the
format of the risk management plan
(RMP) in the EU — in integrated
format. 31 October 2018
EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2
Human Medicines).

223.

LE®ENIM

MOPOLLIOK A5
PO3UnHy ansi

iH ekuii no 1000 wmr;
1 chnakoH 3
NMOPOLLKOM Y KOpobLi
3 KapTOHY

AHaHTa
Megikeap /T4,

Benvka
BpuTtaHis

AHaHTa
Megikeap
Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHnx
marepianis: 3miHu | TUny -
AAMiHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOBHUYOT AiNbHULI (BKNHOYAOUN
AinbHuui 4na A®l, npoMixHoro
npoaykTy abo roToBoro NikapCcbKoro
3aco6by, AiNbHUL A8 NPOBEAEHHS
nakyBaHHs, BUPOGHMKa,
BiANOBiAANbLHOrO 3a BUNYCK Cepiid,
MicLle NpOBeAEHHS KOHTPO/IIO cepil)
ab0o noctavasnibHVKa BUXIAHOMO
marepiany, peareHTy abo AONOMiXHOT
PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCHE)
BWyYEHHS BUPOOHMNYOT AifIbHUL
roTOBOrO fliKapcbKoro 3acoby, a came
Csicc MNepeHTtepasnc N1T4., IHAINA.
3anunwaeTbes 3aTBEpKEHN
BMPOGHUK AHaHTa Megikeap JlimiTeq,
IHAiS. 3MiHW BHECEeHI B iHCTPYKLi0 AN
MeJMYHOro 3aCTOCYBaHHA LWoA0
BUJTYYEHHS OAHOrO 3 BUPOOHWKIB
NiKapcbKoro 3acoby Ta sk HacnigokK -
BWJ/TYYEHHS IHCTPYKLIT 418 MeAnyHOro
3aCTOCYyBaHHHA Ta TEKCTY MapKyBaHHS
yNakoBKM likapCbKoro 3acoby ans
LibOro BUpobHMKa. BBeAEHHS 3MiH
npoTArom 3-x micAuis nicas
3aTBEPKEHHS.

3a
peyenmom

He nionsicae

UA/15345/01/01

224.

LE®TAININM
AHAHTA

MOPOLLOK A/151
PO3UNHY A5t

AHaHTa
Megikeap /114.

Benvka
BputaHis

AHaHTa
Megikeap

IHgis

BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX
Marepianis: 3MiHun | Tuny - 3MiHM WoA0

3a
peyenmom

He niidnsieae

UA/15346/01/01
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n/n

Hassa
JliKapCbKO20
3acoby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asaBHUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHSA

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

iHekuiino1r, 1
h1aKOH 3 MOPOLLKOM
y KOpoOLj 3 KapTOHY

Nimiten

6e3nekun/ehekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). 3MiHn
BHeceHi y n. 17. IHWE BTOpWHHOI
ynakosku Ta n. 6. IHLWE nepBuHHOI
YMakoBKM NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 3-x MicsLiB
nicnsa 3aTBepKeHHNA. 3MiHu | Tvny -
ALMiHICTpaTMBHI 3MiHN. BunyyeHHs
BMPOGHUYOI AinbHML (BKIOYAOUN
AinbHuui ansa A®I, npomixHoro
NPOAYKTY abo rOTOBOro NiKapcbKoro
3aco6y, AiNbHULI 4718 NPOBEAEHHS
nakyBaHHs1, BUPOGHUKA,
BiZANOBiA&bHOrO 3a BUNYCK Cepiid,
MicLie NpoBeAEeHHS KOHTPOJIIO cepil)
abo nocrayasibHuKa BUXIAHOMO
martepiany, peareHty abo fOMOMKHOT
PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCHE)
BUJTyYEHHS1 BUPOOHUYOT AiNbHUL
roToBOro fikapcbKoro 3acoby, a came
Csicc MNepeHTepasic /174, IHAis.
3amMwaeTbesa 3aTBEPLKEHWIA
BMPOGHUK AHaHTa Megikeap JlimiTeq,
IHAiA. 3MiHV BHECEeHI B iHCTPYKLito ANns
MeAMYHOro 3aCTOCYBaHHS LWOA0
BWJ/TyYEHHSI OQHOIO 3 BUPOOHMKIB
nikapcbKoro 3acoby Ta ik Hac/igokK -
BU/TYYEHHS IHCTPYKLiT N5 MeAnYHOro
3aCTOCYBaHHHSA Ta TEKCTY MapKyBaHHS
yNakoBKM JliKapCbKOro 3acoby ans
LbOro BUpobHMKa. BBeaeHHs 3MiH
npotArom 3-x MicsuiB nicns
3aTBEPMAKEHHS.

225.

LUMNCNNATUH-
M

KOHLeHTpaT ans
pO3unHy Ans
iHdpysiin, 0,5 mr/mn;
no 20 mn (10 wmr),
a6o 50 mn (25 mr),
a6o 100 mn (50 mr)
y thnakoHi; no 1
hnakoHy B
KapTOHHI Kopoo6Li

Mini Xenckepe
Nimiten

Benvka
BpuTtaHis

BeHyc Pemegic
Nimiten

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu | Tuny -
AJMiHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaumn
AiNbHULI BUNYyCKy cepii abo micue
NPOBeEeHHA KOHTPOJIIO SIKOCTI.
(aisnbHICTb, 3a AKy BigNOBILaE
BMPOGHUK/IMIOPTEP, BKIKOYAKOUM
BUMYCK cepili). AAMiHiCTpaTMBHa 3MiHa

3a
peyenmom

He nionsicae

UA/6490/01/01




245

Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Howmep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
HanncaHHA agpecy BUPOOHUKa. 3MiHK
BHECEHO B iHCTPYKL,i0 4515 MEANYHOrO
3aCTOCYyBaHHSA Nikapcbkoro 3acoby y
po3ain "Micue3HaxoKeHHs
BMpPO6HMKa Ta agpeca Micus
NPOBaPKEHHS OT0 AiS/IbHOCTI" 3
BIANOBIAHMMU 3MiHAMU B TEKCTI
MapKyBaHHs ynakoBoK. TepMiH
BBE/EHHS 3MiH MPOTAroM 6 MicauiB
nicns 3aTBepKeHHs.
*y pa3i BHeCeHHs 3MiH 00 iHCMpyKYii npo medu4yHe 3acmocyBaHHs
B.o. HauanbHUKA
®apmMaleBTUYHOI0 yIpaB/IiHHA Onekcanap I'PINEHKO
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